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Re: 10 15478

		From

		Turner, Amy - EBSA

		To

		Potts, Oliver (HHS/IOS); russell.e.weinheimer@irscounsel.treas.gov; Schumacher, Elizabeth - EBSA; Barco, Evell J. (CMS/OEORA); Baum, Beth - EBSA; Cantwell, Kathleen (HHS); Fultz-Mimms, Trenesha N. (CMS/OSORA); Parker, Lisa M. (CMS/OCSQ); Mayhew, James A. (CMS/CPC); Treena.V.Garrett@irscounsel.treas.gov

		Cc

		Smalls, Dawn (HHS/IOS)

		Recipients

		Oliver.Potts@HHS.GOV; russell.e.weinheimer@irscounsel.treas.gov; Schumacher.Elizabeth@dol.gov; Evell.Barco@cms.hhs.gov; baum.beth@dol.gov; kathleen.cantwell@hhs.gov; trenesha.fultzmimms@cms.hhs.gov; Lisa.Parker@cms.hhs.gov; James.Mayhew@cms.hhs.gov; Treena.V.Garrett@irscounsel.treas.gov; Dawn.Smalls@hhs.gov




The inter-deptarmental working group has reviewed and is fine with all of OFR's changes.  On pages 129,134,136, and 148, in response to the OFR's question, the expiration date for the Treas reg should read, "This section expires on June 21,2013."

Thanks very much.  Please advise when public display is confirmed, as well as the date and separate part for publication.  



---------------

  Sent via Blackberry





From: Potts, Oliver (HHS/IOS) <Oliver.Potts@HHS.GOV>

To: Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV <Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV>; Schumacher, Elizabeth - EBSA; Barco, Evell J. (CMS/OSORA) <Evell.Barco@cms.hhs.gov>; Turner, Amy - EBSA; Baum, Beth - EBSA; Cantwell, Kathleen (HHS) <kathleen.cantwell@hhs.gov>; Fultz-Mimms, Trenesha N. (CMS/OSORA) <trenesha.fultzmimms@cms.hhs.gov>; Parker, Lisa M. (CMS/OSORA) <Lisa.Parker@cms.hhs.gov>

Cc: Smalls, Dawn (HHS/IOS) <Dawn.Smalls@hhs.gov>

Sent: Mon Jun 21 15:33:45 2010
Subject: FW: 10 15478








Please attached and OFR email below. 
Thanks.






 




Oliver




 




* * * * * *




Oliver Potts




Director, ODRM




Executive Secretariat, OS/IOS




(t) 202-690-7161




(c) 202-525-8617




 

















From: Brooks, Edward
B. [mailto:ebrooks@gpo.gov] 

Sent: Monday, June 21, 2010 3:29
PM

To: Potts, Oliver (HHS/IOS);
'Garrett Treena V'

Subject: 10 15478







 




Oliver and Treena,




 




This is markup for the larger of the two documents you want
filed tomorrow at 11:15.  Mostly style edits, but the IRS rules have a
problem and questions.  The problem is an expiration date that is far too
vague.




 




See comments.




 




I am working offsite, so email is best, but you can call the
Blackberry number below, if you need to.  Putting your comments into the
markup and returning it is a good way to answer questions—but leave all
track changes, do not send clean copy.




 




Thanks




 




Brad Brooks




Office of the Federal Register




Scheduling




(202) 741-6061




Blackberry: (301) 974-4623




ebrooks@gpo.gov




 










Fw: 10 15478

		From

		Turner, Amy - EBSA

		To

		Mayhew, James A. (CMS/CPC)

		Recipients

		James.Mayhew@cms.hhs.gov






---------------

  Sent via Blackberry





From: Potts, Oliver (HHS/IOS) <Oliver.Potts@HHS.GOV>

To: Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV <Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV>; Schumacher, Elizabeth - EBSA; Barco, Evell J. (CMS/OSORA) <Evell.Barco@cms.hhs.gov>; Turner, Amy - EBSA; Baum, Beth - EBSA; Cantwell, Kathleen (HHS) <kathleen.cantwell@hhs.gov>; Fultz-Mimms, Trenesha N. (CMS/OSORA) <trenesha.fultzmimms@cms.hhs.gov>; Parker, Lisa M. (CMS/OSORA) <Lisa.Parker@cms.hhs.gov>

Cc: Smalls, Dawn (HHS/IOS) <Dawn.Smalls@hhs.gov>

Sent: Mon Jun 21 15:33:45 2010
Subject: FW: 10 15478








Please attached and OFR email below. 
Thanks.






 




Oliver




 




* * * * * *




Oliver Potts




Director, ODRM




Executive Secretariat, OS/IOS




(t) 202-690-7161




(c) 202-525-8617




 

















From: Brooks, Edward
B. [mailto:ebrooks@gpo.gov] 

Sent: Monday, June 21, 2010 3:29
PM

To: Potts, Oliver (HHS/IOS);
'Garrett Treena V'

Subject: 10 15478







 




Oliver and Treena,




 




This is markup for the larger of the two documents you want
filed tomorrow at 11:15.  Mostly style edits, but the IRS rules have a
problem and questions.  The problem is an expiration date that is far too
vague.




 




See comments.




 




I am working offsite, so email is best, but you can call the
Blackberry number below, if you need to.  Putting your comments into the
markup and returning it is a good way to answer questions—but leave all
track changes, do not send clean copy.




 




Thanks




 




Brad Brooks




Office of the Federal Register




Scheduling




(202) 741-6061




Blackberry: (301) 974-4623




ebrooks@gpo.gov
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IRS EBSA HHS 2010-15278-WORK.DOC

[Billing Codes: 4830-01-P; 4510-29-P; 4120-01-P]



DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Parts 54 and 602



TD 9491


RIN 1545-BJ61


DEPARTMENT OF LABOR



Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-AB43     


DEPARTMENT OF HEALTH AND HUMAN SERVICES






OCIIO-9994-IFC



45 CFR Parts 144, 146, and 147



RIN 0991-AB69


Patient Protection and Affordable Care Act: Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under Public Health Service Act (PHS Act) section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):



· Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



· By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.



· By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



· By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



· For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



· For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.  Customer Service Information: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov.





SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations in several phases implementing the revised PHS Act sections 2701 through 2719A and related provisions of the Affordable Care Act.  The first phase in this series was a pair of publications consisting of a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718 and a Request for Information relating to the rate review process of PHS Act 2794, both published in the Federal Register on April 14, 2010 (75 FR 19297 and 19335).  The second phase was interim final regulations implementing PHS Act section 2714 (requiring coverage of adult children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third phase was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010 (which is six months after the March 23, 2010 date of enactment of the Affordable Care Act); or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion if the exclusion applies regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the PHS Act section 2704 prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years in 2013.  These interim final regulations provide that the PHS Act section 2711 annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses for the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year (in the individual market, policy year) beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan or so-called “mini-med” plans, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to restricted annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.  In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits on individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a Federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  For policy years beginning on or after January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the Federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan or health insurance coverage providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary, or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these interim final regulations require significant lead time in order to implement.  For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these interim final regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding preexisting condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these interim final regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these interim final regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services



Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.


Table 1.1 Accounting Table



			TABLE 1.1--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, obstetrical and gynecological care, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 









			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered






			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  



 





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. Need for Regulatory Action



a.  Preexisting condition exclusions


As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   



Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 



 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 States, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  


These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  



b.  Lifetime and annual limits


As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  



These new protections ensure that patients are not confronted with devastating health costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 



These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health coverage in the marketplace.  For more detail about these provisions, see the discussion of PHS Act Section 2711, Lifetime and Annual Limits, in section II.B earlier in this preamble.



c.  Rescission



As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  


Prior to the Affordable Care Act, thousands of Americans lost health coverage each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 


When a coverage rescission occurs, an individual’s health coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.


These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  



d.  Patient Protections


As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.



The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2) copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 



This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


2. 
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)


a.  Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have preexisting conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b.  Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a preexisting condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or an exclusion period that excludes coverage for a preexisting condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by these interim final regulations: first, children who have a preexisting condition and who are uninsured; second, children who are covered by individual insurance with a rider excluding coverage for a preexisting condition or a preexisting condition exclusion period.  For the latter category, obtaining coverage for the preexisting condition may require terminating the child’s existing policy and beginning a new one, because individual health insurance coverage that is a grandfathered health plan is not required to comply with PHS Act section 2704 or these interim final regulations.


It is difficult to estimate precisely how many uninsured children have a preexisting condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a preexisting condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a preexisting condition.  Thus, the Departments use proxies for preexisting conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a preexisting condition.  Whether or not the statute and these interim final regulations are likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a preexisting condition, 10.2 million already have employer-sponsored insurance (ESI), 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with preexisting conditions.
  The Departments assume that this group of 540,000 uninsured children with a preexisting condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a preexisting condition will gain coverage due to these interim final regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a preexisting condition live with a parent who is also uninsured and is not offered ESI.  An additional 190,000 have a parent who is covered by ESI, and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 2.1 Estimated number of uninsured children with preexisting conditions, by parent’s insurance status, 2010


			Parent’s insurance status


			Number of children 





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total **


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


** Total is not the sum of the components due to rounding.



Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   



The group most likely to be affected by these interim final regulations is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child due to a preexisting condition.  If an individual market insurance policy does not change substantially and retains its grandfather status, the insurer is not required to add a child with a preexisting condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  



At the other extreme, roughly 190,000 uninsured children with a preexisting condition have a parent with ESI.  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI could have had to be in a preexisting exclusion period before coverage is provided for services to treat that condition.  Under the statute and these interim final regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a preexisting condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these interim final regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these interim final regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a preexisting condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50 percent of uninsured children whose parents have individual coverage will be newly insured, 15 percent of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50 percent and 15 percent assumptions increase to 75 percent and 20 percent, respectively.  For the low-end assumption, they assume that they decrease to 25 percent and 10 percent.    



As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with preexisting conditions could gain coverage as a result of these interim final regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Given that most ESI already covers children with preexisting conditions, almost all of these children newly gaining coverage are expected to gain individual coverage.
   



Table 2.2 Estimated number of uninsured children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 



The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a “condition waiver” that excludes coverage or imposes an exclusion period for coverage of a preexisting condition.  After the implementation of these interim final regulations, children whose parents purchase individual coverage will not be subject to condition waivers or preexisting condition exclusion periods.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a period during which coverage for a preexisting condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered health plans and thus these children will not be directly affected by these interim final regulations.  However, the parents of those children could choose to switch from an individual policy that is a grandfathered health plan to a new policy that is not grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a preexisting condition exclusion period, curtailing the exclusion period would require the termination of the current plan and purchase of a policy on or after September 23, 2010.



c.  Benefits  



The benefits of PHS Act Section 2704 and these interim final regulations are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care, improve health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
   Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7 percent reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final regulations are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 States offer Medicaid eligibility to adults and children who spend-down to State-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14 percent), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because States are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is Federal funding.
  Reduced reliance on these programs under these interim final regulations will benefit State and Federal governments and, by extension, taxpayers.



In addition, these interim final regulations may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with preexisting conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with preexisting conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 



d.  Costs and Transfers



Children with preexisting conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with preexisting conditions have higher health care costs than healthier children, among children with preexisting conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with preexisting conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    


As shown above in Table 2.2, the Departments estimate that approximately 2,000 to 10,000 children whose parents have ESI or an offer of ESI will be newly covered in the group market.  Because few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  



The Departments expect that these interim final regulations will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with preexisting conditions gaining insurance under these interim final regulations will have greater health needs than the average uninsured child with a preexisting condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of States that do not require community rating, much of the additional cost of care for newly-covered children with preexisting condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry experts, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated States, the parents of newly insured children will pay a premium that is equal to twice the standard rate, and the remainder of the additional costs will be spread to other policy holders in the individual market.
  However, with the enactment of the Affordable care Act and the issuance of these interim final regulations, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty States that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market that are not grandfathered health plans.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated States, and approximately one-half of one percent in States without community rating.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the preexisting condition or requires an exclusion period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a preexisting condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any preexisting condition exclusion period.  Of note, the Departments estimate that turnover in the individual market is between 40 percent and 70 percent per year. 
  Therefore, in a few years, most children who would have been covered with a condition waiver in the absence of these interim final regulations are expected to be in new policies that are not grandfathered health plans in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a preexisting condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  



Similar to the expectations for newly covered children in the individual market, in States that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in States without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in States with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  



In evaluating the impact of this provision, it is important to remember that the full net effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered health plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with preexisting conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


3. 
PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)


a.  Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term restricted annual limit, the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits on the dollar value of benefits that are essential health benefits of no less than $750,000 for plan years (in the individual market, policy years) beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for plan years (in the individual market, policy years) beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for plan years (in the individual market, policy years) beginning on or after September 23, 2012, but before January 1, 2014.  For plan years (in the individual market, policy years) beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b.  Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of $2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 3.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			Individual


			


			





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by these interim final regulations.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final year of the phase-in period (beginning on September 23, 2012) would affect additional plans and policies requiring a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies to increase their annual limit to $2 million.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.  Note that the estimated number of plans and people affected are upper-bound estimates since they do not take into account grandfathered health plans and plans that receive a waiver from the annual limits policy.


Table 3.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 3.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Fear and anxiety about reaching annual or lifetime limits on coverage is a major concern among Americans who have health insurance.  At the same time, the data suggest that relatively few individuals actually reach their policies’ annual and lifetime limits.  Thus, while such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 3.4 illustrates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 


Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit



			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			4,500-5,000





			$2,000,000 plus


			0.02%


			13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.



c.  Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out-of-pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious.  For example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, these interim final regulations will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, these interim final regulations also reduce uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in section IV.B.6 later in this preamble.



These interim final regulations will also improve access to care.  Reaching a limit could interrupt or cause the termination of needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had occurred.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, these interim final regulations benefit the health and the economic well-being of participants, beneficiaries, and enrollees.



These interim final regulations also benefit those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds a limit and loses coverage, that individual has a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse has access to ESI, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of preexisting conditions could make health insurance in the individual market impossible.  Under these interim final regulations, people will no longer be treated differently depending on whether they have an alternative source of coverage.



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity, which is a benefit associated with these interim final regulations.  



d.  Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as changing their provider networks or copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for the employer’s goods or services.  Given the relatively small proportion of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the choices plans will decide to make in response to these interim final regulations, preventing more precise estimations of effects.  



In the individual market, where policies are individually underwritten with no rating bands in the majority of States, the Departments expect the added premium cost or other benefit changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200 percent of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 States with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in State insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of States that allow underwriting in the individual insurance market.



It is worth noting that the transfers discussed above will be significantly mitigated by the associated expansion of coverage that these interim final regulations create.  The Departments expect, as a result of the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing the Departments from quantifying these benefits at the present time.




Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in these interim final regulations which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to note that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in these interim final regulations or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.


e.  Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f.  Alternatives


PHS Act section 2711(a)(2) requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed earlier in section IV.B.2.b of this preamble.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to avoid or offset the potential premium increase by increasing cost sharing, tightening the network of providers, adopting cost savings tools, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and experience a gap in insurance coverage.  However, plans with current low limits could see increases in costs and potentially premiums because the proportion of claims covered by the plans would increase.  One final issue to consider is that for plan years (in the individual market, policy years) beginning after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most States).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time seemed to be the fairest approach and most likely to result in a minimal impact on premiums, so it was selected.  



Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans comprise only less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under these interim final regulations could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  


It is important to note that these interim final regulations also provide that the Secretary of HHS may establish a waiver program under which issuers or plans may assert that adhering to the restricted annual limit provisions of these interim final regulations would result in a significant decrease in access to benefits or a significant premium increase.  The Departments provided for this waiver in order to prevent the loss of coverage for enrollees in low-benefit plans (for example, “mini-med” plans) that have low annual limits.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 3.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			People Subject to Current Limit


			New Limit





			


			


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2
-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


4.
PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.128)


a.  Summary 


As discussed earlier in this preamble, PHS Act Section 2712 provides rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  




PHS Act Section 2712 and these interim final regulations create a statutory Federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to this provision taking effect, varying court-made Federal common law existed for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of Federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent State and Federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b.  Estimated Number of Affected Entities  


The Departments assume that these interim final regulations will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect these interim final regulations to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.



c.  Benefits  




There are many benefits that flow from these interim final regulations, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for and expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed further in section IV.B.6.b of this preamble, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions or terminations in care resulting from rescissions. As a result of the statute and these interim final regulations, people with high-cost illnesses at risk of rescission would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




These interim final regulations will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.



d.  Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the relatively low rate of rescissions (approximately 0.15 percent of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of these interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are extremely rare in group markets where such costs would be most likely to be transferred through premium increases.  As described earlier, they are also rare in the individual market, affecting 0.15 percent of policies.  In this market, the potential costs would likely be born by the individuals themselves unless they live in a State with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of these interim final regulations, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, since post-claims underwriting is limited by these interim final regulations, plans may expand their pre-claims underwriting practices, potentially leading to increased denials, preexisting condition riders, or rate-ups.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, there is uncertainty concerning what proportion of the rescissions would be considered to result from fraud or intentional misrepresentation of material fact, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for PHS Act section 2711, or the prohibition of preexisting condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the relatively low prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.



5.
PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.138)


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose, with respect to a group health plan, or group or individual health insurance coverage,  a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, all plans or health insurance coverage are subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



PHS Act section 2719A and these interim final regulations are generally effective for plan years (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.


a.  Choice of Health Care Professional


i.  Designation of Primary Care Provider



Summary.  The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


Estimated Number of Affected Entities.  Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with ESI are enrolled in POS plans.



PHS Act section 2719A and these interim final regulations only apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



Benefits.  Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



ii.  Designation of Pediatrician as Primary Care Provider



Summary.  If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



Estimated Number of Affected Entities.  Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with ESI who are in an HMO plan.



Benefits.  By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two States have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.



Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with these interim final regulations are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



iii.  Patient Access to Obstetrical and Gynecological Care



Summary.  The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  These plans and issuers must also treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional specializing in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.  



Estimated Number of Affected Entities.  Requiring referrals or authorizations to health care professional who specializes in obstetrics or gynecology (OB/GYNs) is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many States passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 States plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 States have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these States, who may otherwise not have had this direct access.  As well, because State law is preempted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



These interim final regulations apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with ESI who are in HMO plans.



Benefits.  This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider to provide care and order obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



Costs and Transfers.  One potential area of additional costs associated with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



To the extent these interim final regulations result in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


b.  Coverage of Emergency Services



i.  Summary  



PHS Act section 2719A and these interim final regulations provide that a group health plan and a health insurance issuer covering emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network).  For a plan or health insurance coverage with a network of providers that provide benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These interim final regulations also provide that a plan or health insurance issuer pay for out-of-network emergency services (prior to imposing in-network cost-sharing), the greatest of: (1) the median in-network rate; (2) the usual customary and reasonable rate (or similar rate determined using the plans or issuer’s general formula for determining payments for out-of-network services); or (3) the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  


The statute and these interim final regulations relating to emergency services do not apply to grandfathered health plans; however, other Federal or State laws related to emergency services may apply regardless of grandfather status.



ii. Estimated Number of Affected Entities


These interim final regulations will directly affect out-of-pocket expenditures for individuals enrolled in non-grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  These interim final regulations may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in- and out-of-network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical copayment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network emergency room encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of emergency room visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out-of-pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out-of-network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



iii.  Benefits


Insurers maintain differing copayment and coinsurance arrangements between in- and out-of-network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in-network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in-network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. These interim final regulations eliminate this disparity in out-of-pocket burden for enrollees, leading to potentially substantial financial benefit.



These interim final regulations also provide for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to providers and patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


iv.  Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be minimal.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, the demand for emergency services in truly emergency situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency services provisions are likely to result in some transfers from the general membership of non-grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out-of-network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost sharing for out-of-network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out-of-network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered health plans.    



c. Application to Grandfathered Health Plans  



As discussed earlier in this preamble, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.




d.  Patient Protection Disclosure Requirement



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 million in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.


6.  Combined Effects of the Insurance Market Reforms


a.  Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfathered health plan – were the subject of previously published interim final regulations.  The implementation of other provisions – including those relating to coverage of preventive services (PHS Act section 2713) and appeals (PHS Act section 2719) – will be addressed in future regulations.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting preexisting condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and up to 90,000 children who have insurance with benefit carve-outs or preexisting condition exclusion periods.  The policy on restricted annual limits could help up to 2,700 to 3,500 people who hit these limits each year; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market each year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, could limit the out-of-pocket spending for up to 2.1 to 4.2 million individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be relatively small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  



b.  Benefits



These interim final regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once all the protections of the full Affordable Care Act are effective.


A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by spending more on at-risk individuals and by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the IOM.
  



These interim final regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or preexisting conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 


Because considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity, this benefit is not quantified in this analysis.
  However, the Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these interim final regulations and will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. 


A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on preexisting conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These interim final regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these interim final regulations is improved workplace productivity.  These interim final regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these interim final regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the preexisting condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s provisions will reduce the transfers in the health care system due to cost shifting of uncompensated care that lead to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these interim final regulations.  Three assumptions were made.  First, the uninsured populations affected by these interim final regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These interim final regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, the Departments assume that extending insurance coverage to this group is unlikely to significantly increase the overall costs of the U.S. health care system.  The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 



Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations could result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.



c.  Costs and Transfers



Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 



The Departments estimate that the premium effect of prohibiting preexisting condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the restricted annual limit policy and preexisting condition exclusion policy for children do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for preexisting condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.


The Departments emphasize that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    



This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfather status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  



Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will differ (for example, a plan may already offer coverage without preexisting condition exclusions and bar rescissions, meaning they will not be affected by those provisions, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits could affect them differently.  It is especially important to note the variation in insurance market reforms across States.  Only a few States have community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed across the pool and to individual enrollees in other States depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 


D.
Regulatory Flexibility Act--Department of Labor and Department of Health and Human 



Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to Federal rules that are subject to the notice and comment requirements of section 553(b) of the APA (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities.  Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B or title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.



Moreover, under Section 553(b) of the APA, a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the APA (5 U.S.C. chapter 5) does not apply to these interim final regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.
Paperwork Reduction Act



1.  Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. 
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an ICR subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records).  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing costs that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–0143; 1545–2179.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).



b. ICR Regarding Affordable Care Act Notice Relating to Rescission


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations provide rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance except in the case of  fraud or intentional misrepresentation of a material fact.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Departments estimate that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Departments estimate that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Departments estimate that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–0141; 1545–2180.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.
ICR Regarding Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, PHS Act section 2719A imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an ICR subject to the PRA. 


 
In order to satisfy these interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfather status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfather status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-0142; 1545-2181.



Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2.  Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a.
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits


PHS Act section 2711 and these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by State and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Department estimates that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




These interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Department estimates that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–1094.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.




b.
ICR Regarding Affordable Care Act Notice Relating to Rescission




As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–1094.



Affected Public: For Profit Business.



Respondents: 490


Responses: 10,700.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 300 hours.



Estimated Total Annual Burden Cost: $5,200.



c.  
ICR Relating to Affordable Care Act Patient Protections Disclosure Requirement



As discussed above in the Department of Labor and Department of Treasury PRA section, these interim final regulations contains a disclosure requirement for non-grandfathered health plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 State and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfather status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfather status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–1094.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, OCIIO-9994-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov


G.  Congressional Review Act



These interim final regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by State, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for State, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by Federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these interim final regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these interim final regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the Federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a Federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the Federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the Federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these interim final regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these interim final regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.



List of Subjects



26 CFR Part 54



Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.



26 CFR Part 602



Reporting and recordkeeping requirements.


29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.



45 CFR Parts 144, 146, and 147


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the definitions of group health plan and preexisting condition exclusion to read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to federally eligible individuals pursuant to 45 CFR part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) *  *  *



(1) *  *  *



(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning set forth in
 §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section
 expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER
].


Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


(d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010, but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011, but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012, but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010, by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before
 [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before
 [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before
 [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-2179


54.9815-2712T.................................................................................................1545-2180


* * * * * 
* *



54.9815-2719AT...............................................................................................1545-2181


* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



For reasons stated in the preamble, EBSA amends 29 CFR Part 2590 as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 



29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to federally eligible individuals pursuant to 45 CFR part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) *  *  *



(1) *  *  *



(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning set forth in § 2590.701-2 of this part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010, but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011, but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012, but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010, by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR parts 144 and 146, and  part 147, added May 13, 2010, at 75 FR 27138, effective July 12, 2010, as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) *  *  *



(1) *  *  *



(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning set forth in § 144.103 of this part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011, is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011, denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add § 147.126 to read as follows:



§ 147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010, but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011, but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012, but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010, by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009, is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered health plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



8.  Add  §147.138 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� The Affordable Care Act adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.
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� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).
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� These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� Approximately two-thirds of the uninsured are in families with income below 200 percent of the Federal Poverty Level. Current Population Survey, March 2008. 
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� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK "http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf"�http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 



� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month preexisting condition exclusion meaning that for conditions that need immediate care someone could still effectively be uninsured for up to a year. In contrast, the provisions of the statute and these interim final regulations would not allow any preexisting condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 



� From the Departments’ analysis of MEPS data.  



� The Departments assume that in non-community rated States, parents purchasing individual coverage for a child with a preexisting condition will be charged a rate equal to 200 percent of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  
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� The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10 percent of covered expenditures, compared to approximately 80 percent for other children.  The analysis assumes that these children were subject to a preexisting condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  
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� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.
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� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 17, 2010 (75 FR 34538).



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations in several phases implementing the revised PHS Act sections 2701 through 2719A and related provisions of the Affordable Care Act.  The first phase in this series was a pair of publications consisting of a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718 and a Request for Information relating to the rate review process of PHS Act 2794, both published in the Federal Register on April 14, 2010 (75 FR 19297 and 19335).  The second phase was interim final regulations implementing PHS Act section 2714 (requiring coverage of adult children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third phase was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010 (which is six months after the March 23, 2010 date of enactment of the Affordable Care Act); or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion if the exclusion applies regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the PHS Act section 2704 prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years in 2013.  These interim final regulations provide that the PHS Act section 2711 annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses for the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year (in the individual market, policy year) beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan or so-called “mini-med” plans, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to restricted annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.  In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits on individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a Federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  For policy years beginning on or after January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the Federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan or health insurance coverage providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary, or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these interim final regulations require significant lead time in order to implement.  For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these interim final regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding preexisting condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these interim final regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these interim final regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services



Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.


Table 1.1 Accounting Table



			TABLE 1.1--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, obstetrical and gynecological care, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 









			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered






			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  



 





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. Need for Regulatory Action



a.  Preexisting condition exclusions


As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   



Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 



 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 States, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  


These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  



b.  Lifetime and annual limits


As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  



These new protections ensure that patients are not confronted with devastating health costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 



These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health coverage in the marketplace.  For more detail about these provisions, see the discussion of PHS Act Section 2711, Lifetime and Annual Limits, in section II.B earlier in this preamble.



c.  Rescission



As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  


Prior to the Affordable Care Act, thousands of Americans lost health coverage each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 


When a coverage rescission occurs, an individual’s health coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.


These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  



d.  Patient Protections


As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.



The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2) copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 



This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


2. 
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)


a.  Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have preexisting conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b.  Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a preexisting condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or an exclusion period that excludes coverage for a preexisting condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by these interim final regulations: first, children who have a preexisting condition and who are uninsured; second, children who are covered by individual insurance with a rider excluding coverage for a preexisting condition or a preexisting condition exclusion period.  For the latter category, obtaining coverage for the preexisting condition may require terminating the child’s existing policy and beginning a new one, because individual health insurance coverage that is a grandfathered health plan is not required to comply with PHS Act section 2704 or these interim final regulations.


It is difficult to estimate precisely how many uninsured children have a preexisting condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a preexisting condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a preexisting condition.  Thus, the Departments use proxies for preexisting conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a preexisting condition.  Whether or not the statute and these interim final regulations are likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a preexisting condition, 10.2 million already have employer-sponsored insurance (ESI), 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with preexisting conditions.
  The Departments assume that this group of 540,000 uninsured children with a preexisting condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a preexisting condition will gain coverage due to these interim final regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a preexisting condition live with a parent who is also uninsured and is not offered ESI.  An additional 190,000 have a parent who is covered by ESI, and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 2.1 Estimated number of uninsured children with preexisting conditions, by parent’s insurance status, 2010


			Parent’s insurance status


			Number of children 





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total **


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


** Total is not the sum of the components due to rounding.



Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   



The group most likely to be affected by these interim final regulations is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child due to a preexisting condition.  If an individual market insurance policy does not change substantially and retains its grandfather status, the insurer is not required to add a child with a preexisting condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  



At the other extreme, roughly 190,000 uninsured children with a preexisting condition have a parent with ESI.  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI could have had to be in a preexisting exclusion period before coverage is provided for services to treat that condition.  Under the statute and these interim final regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a preexisting condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these interim final regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these interim final regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a preexisting condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50 percent of uninsured children whose parents have individual coverage will be newly insured, 15 percent of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50 percent and 15 percent assumptions increase to 75 percent and 20 percent, respectively.  For the low-end assumption, they assume that they decrease to 25 percent and 10 percent.    



As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with preexisting conditions could gain coverage as a result of these interim final regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Given that most ESI already covers children with preexisting conditions, almost all of these children newly gaining coverage are expected to gain individual coverage.
   



Table 2.2 Estimated number of uninsured children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 



The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a “condition waiver” that excludes coverage or imposes an exclusion period for coverage of a preexisting condition.  After the implementation of these interim final regulations, children whose parents purchase individual coverage will not be subject to condition waivers or preexisting condition exclusion periods.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a period during which coverage for a preexisting condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered health plans and thus these children will not be directly affected by these interim final regulations.  However, the parents of those children could choose to switch from an individual policy that is a grandfathered health plan to a new policy that is not grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a preexisting condition exclusion period, curtailing the exclusion period would require the termination of the current plan and purchase of a policy on or after September 23, 2010.



c.  Benefits  



The benefits of PHS Act Section 2704 and these interim final regulations are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care, improve health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
   Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7 percent reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final regulations are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 States offer Medicaid eligibility to adults and children who spend-down to State-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14 percent), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because States are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is Federal funding.
  Reduced reliance on these programs under these interim final regulations will benefit State and Federal governments and, by extension, taxpayers.



In addition, these interim final regulations may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with preexisting conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with preexisting conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 



d.  Costs and Transfers



Children with preexisting conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with preexisting conditions have higher health care costs than healthier children, among children with preexisting conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with preexisting conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    


As shown above in Table 2.2, the Departments estimate that approximately 2,000 to 10,000 children whose parents have ESI or an offer of ESI will be newly covered in the group market.  Because few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  



The Departments expect that these interim final regulations will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with preexisting conditions gaining insurance under these interim final regulations will have greater health needs than the average uninsured child with a preexisting condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of States that do not require community rating, much of the additional cost of care for newly-covered children with preexisting condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry experts, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated States, the parents of newly insured children will pay a premium that is equal to twice the standard rate, and the remainder of the additional costs will be spread to other policy holders in the individual market.
  However, with the enactment of the Affordable care Act and the issuance of these interim final regulations, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty States that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market that are not grandfathered health plans.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated States, and approximately one-half of one percent in States without community rating.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the preexisting condition or requires an exclusion period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a preexisting condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any preexisting condition exclusion period.  Of note, the Departments estimate that turnover in the individual market is between 40 percent and 70 percent per year. 
  Therefore, in a few years, most children who would have been covered with a condition waiver in the absence of these interim final regulations are expected to be in new policies that are not grandfathered health plans in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a preexisting condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  



Similar to the expectations for newly covered children in the individual market, in States that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in States without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in States with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  



In evaluating the impact of this provision, it is important to remember that the full net effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered health plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with preexisting conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


3. 
PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)


a.  Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term restricted annual limit, the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits on the dollar value of benefits that are essential health benefits of no less than $750,000 for plan years (in the individual market, policy years) beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for plan years (in the individual market, policy years) beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for plan years (in the individual market, policy years) beginning on or after September 23, 2012, but before January 1, 2014.  For plan years (in the individual market, policy years) beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b.  Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of $2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 3.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			Individual


			


			





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by these interim final regulations.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final year of the phase-in period (beginning on September 23, 2012) would affect additional plans and policies requiring a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies to increase their annual limit to $2 million.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.  Note that the estimated number of plans and people affected are upper-bound estimates since they do not take into account grandfathered health plans and plans that receive a waiver from the annual limits policy.


Table 3.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 3.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Fear and anxiety about reaching annual or lifetime limits on coverage is a major concern among Americans who have health insurance.  At the same time, the data suggest that relatively few individuals actually reach their policies’ annual and lifetime limits.  Thus, while such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 3.4 illustrates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 


Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit



			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			4,500-5,000





			$2,000,000 plus


			0.02%


			13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.



c.  Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out-of-pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious.  For example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, these interim final regulations will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, these interim final regulations also reduce uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in section IV.B.6 later in this preamble.



These interim final regulations will also improve access to care.  Reaching a limit could interrupt or cause the termination of needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had occurred.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, these interim final regulations benefit the health and the economic well-being of participants, beneficiaries, and enrollees.



These interim final regulations also benefit those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds a limit and loses coverage, that individual has a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse has access to ESI, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of preexisting conditions could make health insurance in the individual market impossible.  Under these interim final regulations, people will no longer be treated differently depending on whether they have an alternative source of coverage.



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity, which is a benefit associated with these interim final regulations.  



d.  Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as changing their provider networks or copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for the employer’s goods or services.  Given the relatively small proportion of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the choices plans will decide to make in response to these interim final regulations, preventing more precise estimations of effects.  



In the individual market, where policies are individually underwritten with no rating bands in the majority of States, the Departments expect the added premium cost or other benefit changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200 percent of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 States with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in State insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of States that allow underwriting in the individual insurance market.



It is worth noting that the transfers discussed above will be significantly mitigated by the associated expansion of coverage that these interim final regulations create.  The Departments expect, as a result of the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing the Departments from quantifying these benefits at the present time.




Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in these interim final regulations which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to note that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in these interim final regulations or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.


e.  Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f.  Alternatives


PHS Act section 2711(a)(2) requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed earlier in section IV.B.2.b of this preamble.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to avoid or offset the potential premium increase by increasing cost sharing, tightening the network of providers, adopting cost savings tools, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and experience a gap in insurance coverage.  However, plans with current low limits could see increases in costs and potentially premiums because the proportion of claims covered by the plans would increase.  One final issue to consider is that for plan years (in the individual market, policy years) beginning after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most States).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time seemed to be the fairest approach and most likely to result in a minimal impact on premiums, so it was selected.  



Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans comprise only less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under these interim final regulations could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  


It is important to note that these interim final regulations also provide that the Secretary of HHS may establish a waiver program under which issuers or plans may assert that adhering to the restricted annual limit provisions of these interim final regulations would result in a significant decrease in access to benefits or a significant premium increase.  The Departments provided for this waiver in order to prevent the loss of coverage for enrollees in low-benefit plans (for example, “mini-med” plans) that have low annual limits.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 3.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			People Subject to Current Limit


			New Limit





			


			


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2
-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


4.
PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.128)


a.  Summary 


As discussed earlier in this preamble, PHS Act Section 2712 provides rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  




PHS Act Section 2712 and these interim final regulations create a statutory Federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to this provision taking effect, varying court-made Federal common law existed for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of Federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent State and Federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b.  Estimated Number of Affected Entities  


The Departments assume that these interim final regulations will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect these interim final regulations to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.



c.  Benefits  




There are many benefits that flow from these interim final regulations, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for and expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed further in section IV.B.6.b of this preamble, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions or terminations in care resulting from rescissions. As a result of the statute and these interim final regulations, people with high-cost illnesses at risk of rescission would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




These interim final regulations will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.



d.  Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the relatively low rate of rescissions (approximately 0.15 percent of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of these interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are extremely rare in group markets where such costs would be most likely to be transferred through premium increases.  As described earlier, they are also rare in the individual market, affecting 0.15 percent of policies.  In this market, the potential costs would likely be born by the individuals themselves unless they live in a State with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of these interim final regulations, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, since post-claims underwriting is limited by these interim final regulations, plans may expand their pre-claims underwriting practices, potentially leading to increased denials, preexisting condition riders, or rate-ups.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, there is uncertainty concerning what proportion of the rescissions would be considered to result from fraud or intentional misrepresentation of material fact, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for PHS Act section 2711, or the prohibition of preexisting condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the relatively low prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.



5.
PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.138)


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose, with respect to a group health plan, or group or individual health insurance coverage,  a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, all plans or health insurance coverage are subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



PHS Act section 2719A and these interim final regulations are generally effective for plan years (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.


a.  Choice of Health Care Professional


i.  Designation of Primary Care Provider



Summary.  The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


Estimated Number of Affected Entities.  Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with ESI are enrolled in POS plans.



PHS Act section 2719A and these interim final regulations only apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



Benefits.  Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



ii.  Designation of Pediatrician as Primary Care Provider



Summary.  If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



Estimated Number of Affected Entities.  Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with ESI who are in an HMO plan.



Benefits.  By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two States have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.



Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with these interim final regulations are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



iii.  Patient Access to Obstetrical and Gynecological Care



Summary.  The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  These plans and issuers must also treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional specializing in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.  



Estimated Number of Affected Entities.  Requiring referrals or authorizations to health care professional who specializes in obstetrics or gynecology (OB/GYNs) is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many States passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 States plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 States have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these States, who may otherwise not have had this direct access.  As well, because State law is preempted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



These interim final regulations apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with ESI who are in HMO plans.



Benefits.  This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider to provide care and order obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



Costs and Transfers.  One potential area of additional costs associated with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



To the extent these interim final regulations result in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


b.  Coverage of Emergency Services



i.  Summary  



PHS Act section 2719A and these interim final regulations provide that a group health plan and a health insurance issuer covering emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network).  For a plan or health insurance coverage with a network of providers that provide benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These interim final regulations also provide that a plan or health insurance issuer pay for out-of-network emergency services (prior to imposing in-network cost-sharing), the greatest of: (1) the median in-network rate; (2) the usual customary and reasonable rate (or similar rate determined using the plans or issuer’s general formula for determining payments for out-of-network services); or (3) the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  


The statute and these interim final regulations relating to emergency services do not apply to grandfathered health plans; however, other Federal or State laws related to emergency services may apply regardless of grandfather status.



ii. Estimated Number of Affected Entities


These interim final regulations will directly affect out-of-pocket expenditures for individuals enrolled in non-grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  These interim final regulations may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in- and out-of-network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical copayment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network emergency room encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of emergency room visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out-of-pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out-of-network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



iii.  Benefits


Insurers maintain differing copayment and coinsurance arrangements between in- and out-of-network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in-network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in-network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. These interim final regulations eliminate this disparity in out-of-pocket burden for enrollees, leading to potentially substantial financial benefit.



These interim final regulations also provide for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to providers and patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


iv.  Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be minimal.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, the demand for emergency services in truly emergency situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency services provisions are likely to result in some transfers from the general membership of non-grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out-of-network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost sharing for out-of-network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out-of-network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered health plans.    



c. Application to Grandfathered Health Plans  



As discussed earlier in this preamble, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.




d.  Patient Protection Disclosure Requirement



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 million in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.


6.  Combined Effects of the Insurance Market Reforms


a.  Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfathered health plan – were the subject of previously published interim final regulations.  The implementation of other provisions – including those relating to coverage of preventive services (PHS Act section 2713) and appeals (PHS Act section 2719) – will be addressed in future regulations.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting preexisting condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and up to 90,000 children who have insurance with benefit carve-outs or preexisting condition exclusion periods.  The policy on restricted annual limits could help up to 2,700 to 3,500 people who hit these limits each year; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market each year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, could limit the out-of-pocket spending for up to 2.1 to 4.2 million individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be relatively small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  



b.  Benefits



These interim final regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once all the protections of the full Affordable Care Act are effective.


A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by spending more on at-risk individuals and by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the IOM.
  



These interim final regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or preexisting conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 


Because considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity, this benefit is not quantified in this analysis.
  However, the Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these interim final regulations and will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. 


A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on preexisting conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These interim final regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these interim final regulations is improved workplace productivity.  These interim final regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these interim final regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the preexisting condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s provisions will reduce the transfers in the health care system due to cost shifting of uncompensated care that lead to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these interim final regulations.  Three assumptions were made.  First, the uninsured populations affected by these interim final regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These interim final regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, the Departments assume that extending insurance coverage to this group is unlikely to significantly increase the overall costs of the U.S. health care system.  The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 



Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations could result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.



c.  Costs and Transfers



Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 



The Departments estimate that the premium effect of prohibiting preexisting condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the restricted annual limit policy and preexisting condition exclusion policy for children do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for preexisting condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.


The Departments emphasize that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    



This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfather status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  



Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will differ (for example, a plan may already offer coverage without preexisting condition exclusions and bar rescissions, meaning they will not be affected by those provisions, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits could affect them differently.  It is especially important to note the variation in insurance market reforms across States.  Only a few States have community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed across the pool and to individual enrollees in other States depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 


D.
Regulatory Flexibility Act--Department of Labor and Department of Health and Human 



Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to Federal rules that are subject to the notice and comment requirements of section 553(b) of the APA (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities.  Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B or title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.



Moreover, under Section 553(b) of the APA, a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the APA (5 U.S.C. chapter 5) does not apply to these interim final regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.
Paperwork Reduction Act



1.  Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. 
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an ICR subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records).  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing costs that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–0143; 1545–2179.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).



b. ICR Regarding Affordable Care Act Notice Relating to Rescission


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations provide rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance except in the case of  fraud or intentional misrepresentation of a material fact.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Departments estimate that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Departments estimate that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Departments estimate that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–0141; 1545–2180.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.
ICR Regarding Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, PHS Act section 2719A imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an ICR subject to the PRA. 


 
In order to satisfy these interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfather status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfather status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-0142; 1545-2181.



Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2.  Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a.
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits


PHS Act section 2711 and these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by State and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Department estimates that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




These interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Department estimates that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–1094.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.




b.
ICR Regarding Affordable Care Act Notice Relating to Rescission




As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–1094.



Affected Public: For Profit Business.



Respondents: 490


Responses: 10,700.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 300 hours.



Estimated Total Annual Burden Cost: $5,200.



c.  
ICR Relating to Affordable Care Act Patient Protections Disclosure Requirement



As discussed above in the Department of Labor and Department of Treasury PRA section, these interim final regulations contains a disclosure requirement for non-grandfathered health plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 State and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfather status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfather status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–1094.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, OCIIO-9994-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov


G.  Congressional Review Act



These interim final regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by State, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for State, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by Federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these interim final regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these interim final regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the Federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a Federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the Federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the Federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these interim final regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these interim final regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


(d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-2179


54.9815-2712T.................................................................................................1545-2180


54.9815-2719AT...............................................................................................1545-2181


* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 



29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to part 147 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add §147.126 to part 147 to read as follows:



§147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered health plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



8.  Add  §147.138 to part 147 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� The Affordable Care Act adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.



� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf



� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html



� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.



� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.



� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).



� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf



� These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� Approximately two-thirds of the uninsured are in families with income below 200 percent of the Federal Poverty Level. Current Population Survey, March 2008. 



� The Departments researched the literature in an attempt to provide support for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and Children’s Health Insurance Program, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered ESI, but that approximately 25 percent of people without ESI purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the Congressional Budget Office in its estimates of the effects of the Affordable Care Act (�HYPERLINK "http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf"�http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf�)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with preexisting conditions.   In the absence of strong empirical guidance, the Departments consulted with experts, used their best judgment, and provide a wide range for our assumptions. 



� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.



� The 2009 AHIP survey for individual coverage estimated that approximately 2.7 percent of children with individual coverage are covered with a condition waiver.  This 3 percent estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a preexisting condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132



� Ibid.



� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: �HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051"�http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 



� Uninsured children are at least 70 percent more likely than insured children to not receive



medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.



� Ibid.



� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: �HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132"�http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�



� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf



� Himmelstein, D., Warren, E., Thorne, D., and Woolhandler, S. Illness and Injury as Contributors to Bankruptcy, Health Affairs W5-63, February 2 (2005); Himmelstein, D., Thorne, D., Warren, E., Woolhandler, S. Medical Bankruptcy in the United States, 2007: The Results of a National Study, The American Journal of Medicine June 4 (2009). 



� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4



� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325



� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf



� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf



� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK "http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf"�http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 



� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month preexisting condition exclusion meaning that for conditions that need immediate care someone could still effectively be uninsured for up to a year. In contrast, the provisions of the statute and these interim final regulations would not allow any preexisting condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 



� From the Departments’ analysis of MEPS data.  



� The Departments assume that in non-community rated States, parents purchasing individual coverage for a child with a preexisting condition will be charged a rate equal to 200 percent of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  



� �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10 percent of covered expenditures, compared to approximately 80 percent for other children.  The analysis assumes that these children were subject to a preexisting condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  



� PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.



� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 



� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.



� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.



� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverage was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.



� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.



� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).



� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf



� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 



� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.



� Numbers calculated from Table 3.4 may differ due to rounding.



� If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� This statement is based on the Departments’ conversations with industry experts.  



� 2009 Current Population Survey.



� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).



� NAIC Rescission Data Call, December 17, 2009, p.1.



� This point is discussed further in the section IV.B.6.b. later in this preamble.  



� Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf



� Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: �HYPERLINK "http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story"�http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story�. 



� These interim final regulations eliminate preexisting condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  



� Kaiser Family Foundation, “Number of HMOs, July 2008,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a� Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.



� Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.



� See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). 



� See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�. 



� See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  



� Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  



� Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).



� Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).



� Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”



� Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” 



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� There is no data available to estimate the number of plans that fall into this category.



� See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care



of Newborns, Infants, Children, Adolescents, and Young Adults,” available at �HYPERLINK "http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf"�http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf�.  



� For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7�.



� Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”



� “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at �HYPERLINK "http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm"�http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm�.



� Ibid.



� http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf



� See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  



� See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at �HYPERLINK "http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf"�http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf�. 



� See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.



� Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114"�http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114�



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.



� See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.



� Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  



� BCBS, however, reports its rates vary considerably by State, with 11 States having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many State Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Almond, Douglas, Joseph J. Doyle, Jr., Amanda E. Kowalski, and Heidi Williams. “Estimating



Marginal Returns to Medical Care: Evidence from At-Risk Newborns.” The Quarterly Journal of



Economics, May 2010, 125(2): 591-634. �HYPERLINK "http://www.mit.edu/~jjdoyle/vlbw.pdf"�http://www.mit.edu/~jjdoyle/vlbw.pdf�. 



� Doyle, Joseph J. “Health Insurance, Treatment and Outcomes: Using Auto Accidents as Health Shocks.” The Review of Economics and Statistics, May 2005. 87(2):256-270. �HYPERLINK "http://www.mitpressjournals.org/doi/abs/10.1162/0034653053970348"�http://www.mitpressjournals.org/doi/abs/10.1162/0034653053970348�. 



� Currie, Janet and J. Gruber. “Health Insurance Eligibility, Utilization of Medical Care, and Child Health.” The Quarterly Journal of Economics, May 1996. 111(2):431-466. �HYPERLINK "http://www.jstor.org/stable/2946684?cookieSet=1"�http://www.jstor.org/stable/2946684?cookieSet=1�. 



� Card, David, C. Dobkin, and N. Maestas. “Does Medicare Save Lives?” The Quarterly Journal of Economics, May 2009. 124(2):597-636. �HYPERLINK "http://www.mitpressjournals.org/doi/abs/10.1162/qjec.2009.124.2.597"�http://www.mitpressjournals.org/doi/abs/10.1162/qjec.2009.124.2.597�. 



� Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. �HYPERLINK "http://books.nap.edu/openbook.php?record_id=10367&page=R1"�http://books.nap.edu/openbook.php?record_id=10367&page=R1�. 



� Institute of Medicine, op. cit.  Hadley J.  Sicker and Poorer: The consequences of being uninsured.  Medical Care Research and Review, Vol. 60, No. 2 suppl, 3S-75S (2003)



� Kronick, Richard. “Health insurance coverage and mortality revisited.” Health Services Research. April 2009. 44(4):1211-1231. �HYPERLINK "http://www3.interscience.wiley.com/journal/122342601/abstract?CRETRY=1&SRETRY=0"�http://www3.interscience.wiley.com/journal/122342601/abstract?CRETRY=1&SRETRY=0�. 



� Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.



� David Himmelstein et al, 2009.



� Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).



� Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).



� Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.



� The Departments come to this estimate using the following methods. First, they estimated the proportion of the population in group and individual markets using the Medical Expenditure Panel Survey (2008). Next, information from 75 FR 34538 (June 17,2010) was used to estimate the proportion of employer and individual plans that maintain or lose grandfather status by 2013. Projections of national health expenditures from the National Health Expenditure Accounts to 2013 were distributed among these groups, and premium impacts as discussed in this regulatory impact analysis were applied. Potential premium reductions secondary to reductions in the cost-shifting of uncompensated care were then calculated using the information from the economic literature as presented in this discussion. The Departments note that to the extent that not all of the reductions in uncompensated care costs are passed onto insured populations, these estimates may be an overestimate.



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 17, 2010 (75 FR 34538).



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Department’s estimate of the number of State and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 FR 34538 (June 17, 2010). 



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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RE: 4-pack of consumer protections

		From

		Baum, Beth - EBSA

		To

		Turner, Amy - EBSA; Lambrew, Jeanne (HHS/OS/OHR); Seshamani, Meena (HHS/OHR); Cosby, Chris - EBSA; Mayhew, James A. (CMS/CPC); Corrigan, Dara (HHS/OHR); Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Kosin, Donald (HHS/OGC); Knopf Kevin - OTP; Kevin Knopf - HOME; Levin Karen; Elizabeth Schumacher; Kronick, Richard (HHS/ASPE/HP); Sheingold, Steven (HHS/ASPE); Piacentini, Joseph - EBSA; Butikofer, James - EBSA; Cantwell, Kathleen (HHS); Taylor, William - SOL; Maguire, Daniel - EBSA

		Cc

		Smalls, Dawn (HHS/IOS); Borzi, Phyllis - EBSA; mark.iwry@do.treas.gov; Childress, Mark (HHS/OGC); Michael_M._Hash@who.eop.gov; mhash@who.eop.gov; Nancy-Ann_M._DeParle@who.eop.gov; Cass_R._Sunstein@omb.eop.gov; Aguilar, Brenda; Malanoski, Margaret A.

		Recipients

		Turner.Amy@dol.gov; Jeanne.Lambrew@hhs.gov; Meena.Seshamani@hhs.gov; Cosby.Chris@dol.gov; James.Mayhew@cms.hhs.gov; Dara.Corrigan@hhs.gov; Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Donald.Kosin@HHS.GOV; Kevin.Knopf@do.treas.gov; kevin.paul.knopf@gmail.com; Karen.B.Levin@irscounsel.treas.gov; ehschumacher@gmail.com; Richard.Kronick@hhs.gov; Steven.Sheingold@HHS.GOV; Piacentini.Joseph@dol.gov; Butikofer.James@dol.gov; kathleen.cantwell@hhs.gov; Taylor.William@dol.gov; Maguire.Daniel@dol.gov; Dawn.Smalls@hhs.gov; Borzi.Phyllis@dol.gov; mark.iwry@do.treas.gov; Mark.Childress@hhs.gov; Michael_M._Hash@who.eop.gov; mhash@who.eop.gov; Nancy-Ann_M._DeParle@who.eop.gov; Cass_R._Sunstein@omb.eop.gov; Brenda_Aguilar@omb.eop.gov; Margaret_A._Malanoski@omb.eop.gov





Hi everyone - 




 



Attached is an 
updated draft -- the only things marked in redline are the comments we went over 
on the 2:30 call, as well as the HHS PRA numbers (we sorted out our question 
with Margaret shortly after the call).



 



Per our 
conversation, we checked the link in footnote 16 on page 36 and it worked with 
the % symbols as used in the draft.  
It did not work when I took them out and tried spaces or underscores, so 
we left the link as it was.



 



Please review 
and let us know by 4:00pm if you have any problems with these changes.  At that time, we will get the final 
document ready for printing, so we can get it to the Federal Register in the 
morning.



 



Thanks,



Beth








From: Turner, Amy - EBSA 
Sent: 
Sunday, June 20, 2010 1:43 PM
To: 'Lambrew, Jeanne (HHS/ASPE)'; 
Seshamani, Meena (HHS/ASPE); Baum, Beth - EBSA; Cosby, Chris - EBSA; Mayhew, 
James A. (CMS/CPC); Corrigan, Dara (HHS/ASPE); 
Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Kosin, Donald (HHS/OGC); Knopf Kevin 
- OTP; Kevin Knopf - HOME; Levin Karen; Elizabeth Schumacher; Kronick, Richard 
(HHS/ASPE/HP); Sheingold, Steven (HHS/ASPE); Piacentini, Joseph - EBSA; 
Butikofer, James - EBSA; Cantwell, Kathleen (HHS); Taylor, William - SOL; 
Maguire, Daniel - EBSA; Turner, Amy - EBSA
Cc: Smalls, Dawn (HHS/IOS); 
Borzi, Phyllis - EBSA; mark.iwry@do.treas.gov; Childress, Mark (HHS/OGC); 
Michael_M._Hash@who.eop.gov; mhash@who.eop.gov; 
'Nancy-Ann_M._DeParle@who.eop.gov'; 'Cass_R._Sunstein@omb.eop.gov'; Aguilar, 
Brenda; 'Malanoski, Margaret A.'
Subject: RE: 4-pack of consumer 
protections





Per the email below, attached is the current document.  
Thanks very much to Beth for all her hard work putting this together under a 
very difficult timeline!!





From: Lambrew, Jeanne (HHS/ASPE) 
[mailto:Jeanne.Lambrew@hhs.gov] 
Sent: Sunday, June 20, 2010 11:51 
AM
To: Turner, Amy - EBSA; Seshamani, Meena (HHS/ASPE); Baum, Beth - 
EBSA; Cosby, Chris - EBSA; Mayhew, James A. (CMS/CPC); Corrigan, Dara 
(HHS/ASPE); Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Kosin, Donald (HHS/OGC); 
Knopf Kevin - OTP; Kevin Knopf - HOME; Levin Karen; Elizabeth Schumacher; 
Kronick, Richard (HHS/ASPE/HP); Sheingold, Steven (HHS/ASPE); Piacentini, Joseph 
- EBSA; Butikofer, James - EBSA; Cantwell, Kathleen (HHS); Taylor, William - 
SOL; Maguire, Daniel - EBSA
Cc: Smalls, Dawn (HHS/IOS); Borzi, Phyllis 
- EBSA; mark.iwry@do.treas.gov; Childress, Mark (HHS/OGC); 
Michael_M._Hash@who.eop.gov; mhash@who.eop.gov
Subject: RE: 4-pack of 
consumer protections






Thanks all.  


 

On a separate email with Cass, Phyllis, 
Mark, Nancy-Ann and Cass and Mark and I decided on a modified 
process.

 

Comments still due by 1pm.  


 

Amy, could you our Beth can incorporate 
those comments into one document by 1:30?  This redline document should 
be sent out to this group plus Nancy-Ann, Cass, Margaret and Brenda from 
OMB.

 

At 2:30, we'll have a conference call to 
finalize the document.  We'll use:

 

1-877-972-1957

x 398 1952

 

After that, if there are any changes, it 
will be recirculated for final sign off by 4pm-ish.

 

Cass agreed -- no need to go back through 
ROCIS: We'll use this process instead. 

 

Sincere apologies for the weekend work, 
especially to those fathers on the email.  But this work matters to many 
more fathers, mothers, kids, etc than are on this email chain: if 
they knew you all worked so hard to make this right, they would be 
half as grateful as we are for your work.






From: Turner, Amy - EBSA 
[mailto:Turner.Amy@dol.gov]
Sent: Sun 6/20/2010 10:36 AM
To: 
Turner, Amy - EBSA; Seshamani, Meena (HHS/ASPE); Baum, Beth - EBSA; Cosby, Chris 
- EBSA; Mayhew, James A. (CMS/CPC); Corrigan, Dara (HHS/ASPE); 
Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Kosin, Donald (HHS/OGC); Knopf Kevin 
- OTP; Kevin Knopf - HOME; Levin Karen; Elizabeth Schumacher; Kronick, Richard 
(HHS/ASPE/HP); Sheingold, Steven (HHS/ASPE); Piacentini, Joseph - EBSA; 
Butikofer, James - EBSA; Cantwell, Kathleen (HHS); Taylor, William - SOL; 
Maguire, Daniel - EBSA
Cc: Smalls, Dawn (HHS/IOS); Borzi, Phyllis - 
EBSA; mark.iwry@do.treas.gov; Lambrew, Jeanne (HHS/ASPE); Childress, Mark 
(HHS/OGC); Michael_M._Hash@who.eop.gov
Subject: 4-pack of consumer 
protections





All,  See attached 
and below.  We believe that the 
attached draft incorporates all the comments we've received this 
weekend, including those from Nancy-Ann.  Please review and advise if you 
have any concerns.  Also, a few issues are highlighted in the 
email below (which references the attached 
email from Chris Cosby).  We would like to resolve any remaining comments and issues by 1PM 
today.  If we need to, we will arrange a 2PM conference call to resolve 
remaining items.  The plan is to ROCIS a clean version of the final 
document by 3PM today.

 

Thanks to everyone for coming together on this, even on 
Father's Day!!


 





From: Baum, Beth - EBSA 
Sent: Sunday, 
June 20, 2010 10:29 AM
To: Turner, Amy - EBSA
Subject: 
Current Markup of the 4-Pack





 Amy  
- 


 

Attached is the current markup that includes everyone's 
comments since 
Friday night.

 

Take a look at the edits (and a few issues I am 
highlighting in this email).   

 

1.  Pg 68 - there is a sentence about enforcement 
authority with respect to rescissions.  We are running this sentence 
by Bill Taylor in our solicitor's office to make sure he is comfortable with it, 
but you may want to take a look.

 

2 .  
HHS paperwork issue -- there were several emails Friday night about this.  
The document indicates that there should be 3 HHS PRA numbers (one for lifetime 
limits, one for rescissions, and one for patient protections), just like 
there are 3 PRA numbers each for DOL and IRS.   Maybe we can ask Kathleen to check with Brenda on this?  The 
relevant pages in this document are 113, 115, and 117.  We will also need 
the dates to fill in for the HHS signature page , so we'll need to ask someone what those dates 
should be.

 

3.  Pg. 84 
- Meena had a comment on this, and  I 
think  you resolved it 
this morning  with your 
edits.

 

4.  
Outstanding issues from Chris Cosby's email yesterday -- he had a few unresolved 
issues that he indicated the HHS economists should check out: I am attaching his 
email as well.

 

If  we need to have a call, I can 
circulate the conference 
line info.

 

Thanks,

Beth





Pkg of 4 Omnibus 6 20 10 3pm clean with 230pm edits.doc

Pkg of 4 Omnibus 6 20 10 3pm clean with 230pm edits.doc
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DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Parts 54 and 602



TD 



RIN 1545-BJ61


DEPARTMENT OF LABOR



Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-AB43     


DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


OCIIO-9994-IFC



45 CFR Parts 144, 146, and 147



RIN 0991-AB69


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations in several phases implementing the revised PHS Act sections 2701 through 2719A and related provisions of the Affordable Care Act.  The first phase in this series was a pair of publications consisting of a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718 and a Request for Information relating to the rate review process of PHS Act 2794, both published in the Federal Register on April 14, 2010 (75 FR 19297 and 19335).  The second phase was interim final regulations implementing PHS Act section 2714 (requiring coverage of adult children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third phase was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010 (which is six months after the March 23, 2010 date of enactment of the Affordable Care Act); or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion if the exclusion applies regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the PHS Act section 2704 prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years in 2013.  These interim final regulations provide that the PHS Act section 2711 annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses for the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year (in the individual market, policy year) beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan or so-called “mini-med” plans, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to restricted annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.  In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits on individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a Federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  For policy years beginning on or after January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the Federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan or health insurance coverage providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary, or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these interim final regulations require significant lead time in order to implement.  For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these interim final regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding preexisting condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these interim final regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these interim final regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services



Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.


Table 1.1 Accounting Table



			TABLE 1.1--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, obstetrical and gynecological care, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 









			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered






			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  



 





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. Need for Regulatory Action



a.  Preexisting condition exclusions


As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   



Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 



 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 States, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  


These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  



b.  Lifetime and annual limits


As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  



These new protections ensure that patients are not confronted with devastating health costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 



These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health coverage in the marketplace.  For more detail about these provisions, see the discussion of PHS Act Section 2711, Lifetime and Annual Limits, in section II.B earlier in this preamble.



c.  Rescission



As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  


Prior to the Affordable Care Act, thousands of Americans lost health coverage each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 


When a coverage rescission occurs, an individual’s health coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.


These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  



d.  Patient Protections


As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.



The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2) copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 



This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


2. 
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)


a.  Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have preexisting conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b.  Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a preexisting condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or an exclusion period that excludes coverage for a preexisting condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by these interim final regulations: first, children who have a preexisting condition and who are uninsured; second, children who are covered by individual insurance with a rider excluding coverage for a preexisting condition or a preexisting condition exclusion period.  For the latter category, obtaining coverage for the preexisting condition may require terminating the child’s existing policy and beginning a new one, because individual health insurance coverage that is a grandfathered health plan is not required to comply with PHS Act section 2704 or these interim final regulations.


It is difficult to estimate precisely how many uninsured children have a preexisting condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a preexisting condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a preexisting condition.  Thus, the Departments use proxies for preexisting conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a preexisting condition.  Whether or not the statute and these interim final regulations are likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a preexisting condition, 10.2 million already have employer-sponsored insurance (ESI), 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with preexisting conditions.
  The Departments assume that this group of 540,000 uninsured children with a preexisting condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a preexisting condition will gain coverage due to these interim final regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a preexisting condition live with a parent who is also uninsured and is not offered ESI.  An additional 190,000 have a parent who is covered by ESI, and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 2.1 Estimated number of uninsured children with preexisting conditions, by parent’s insurance status, 2010


			Parent’s insurance status


			Number of children 





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total **


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


** Total is not the sum of the components due to rounding.



Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   



The group most likely to be affected by these interim final regulations is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child due to a preexisting condition.  If an individual market insurance policy does not change substantially and retains its grandfather status, the insurer is not required to add a child with a preexisting condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  



At the other extreme, roughly 190,000 uninsured children with a preexisting condition have a parent with ESI.  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI could have had to be in a preexisting exclusion period before coverage is provided for services to treat that condition.  Under the statute and these interim final regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a preexisting condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these interim final regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these interim final regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a preexisting condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50 percent of uninsured children whose parents have individual coverage will be newly insured, 15 percent of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50 percent and 15 percent assumptions increase to 75 percent and 20 percent, respectively.  For the low-end assumption, they assume that they decrease to 25 percent and 10 percent.    



As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with preexisting conditions could gain coverage as a result of these interim final regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Given that most ESI already covers children with preexisting conditions, almost all of these children newly gaining coverage are expected to gain individual coverage.
   



Table 2.2 Estimated number of uninsured children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 



The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a “condition waiver” that excludes coverage or imposes an exclusion period for coverage of a preexisting condition.  After the implementation of these interim final regulations, children whose parents purchase individual coverage will not be subject to condition waivers or preexisting condition exclusion periods.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a period during which coverage for a preexisting condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered health plans and thus these children will not be directly affected by these interim final regulations.  However, the parents of those children could choose to switch from an individual policy that is a grandfathered health plan to a new policy that is not grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a preexisting condition exclusion period, curtailing the exclusion period would require the termination of the current plan and purchase of a policy on or after September 23, 2010.



c.  Benefits  



The benefits of PHS Act Section 2704 and these interim final regulations are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care, improve health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
   Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7 percent reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final regulations are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 States offer Medicaid eligibility to adults and children who spend-down to State-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14 percent), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because States are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is Federal funding.
  Reduced reliance on these programs under these interim final regulations will benefit State and Federal governments and, by extension, taxpayers.



In addition, these interim final regulations may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with preexisting conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with preexisting conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 



d.  Costs and Transfers



Children with preexisting conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with preexisting conditions have higher health care costs than healthier children, among children with preexisting conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with preexisting conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    


As shown above in Table 2.2, the Departments estimate that approximately 2,000 to 10,000 children whose parents have ESI or an offer of ESI will be newly covered in the group market.  Because few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  



The Departments expect that these interim final regulations will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with preexisting conditions gaining insurance under these interim final regulations will have greater health needs than the average uninsured child with a preexisting condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of States that do not require community rating, much of the additional cost of care for newly-covered children with preexisting condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry experts, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated States, the parents of newly insured children will pay a premium that is equal to twice the standard rate, and the remainder of the additional costs will be spread to other policy holders in the individual market.
  However, with the enactment of the Affordable care Act and the issuance of these interim final regulations, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty States that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market that are not grandfathered health plans.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated States, and approximately one-half of one percent in States without community rating.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the preexisting condition or requires an exclusion period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a preexisting condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any preexisting condition exclusion period.  Of note, the Departments estimate that turnover in the individual market is between 40 percent and 70 percent per year. 
  Therefore, in a few years, most children who would have been covered with a condition waiver in the absence of these interim final regulations are expected to be in new policies that are not grandfathered health plans in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a preexisting condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  



Similar to the expectations for newly covered children in the individual market, in States that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in States without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in States with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  



In evaluating the impact of this provision, it is important to remember that the full net effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered health plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with preexisting conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


3. 
PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)


a.  Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term restricted annual limit, the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits on the dollar value of benefits that are essential health benefits of no less than $750,000 for plan years (in the individual market, policy years) beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for plan years (in the individual market, policy years) beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for plan years (in the individual market, policy years) beginning on or after September 23, 2012, but before January 1, 2014.  For plan years (in the individual market, policy years) beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b.  Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of $2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 3.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			Individual


			


			





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by these interim final regulations.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final year of the phase-in period (beginning on September 23, 2012) would affect additional plans and policies requiring a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies to increase their annual limit to $2 million.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.  Note that the estimated number of plans and people affected are upper-bound estimates since they do not take into account grandfathered health plans and plans that receive a waiver from the annual limits policy.


Table 3.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 3.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Fear and anxiety about reaching annual or lifetime limits on coverage is a major concern among Americans who have health insurance.  At the same time, the data suggest that relatively few individuals actually reach their policies’ annual and lifetime limits.  Thus, while such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 3.4 illustrates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 


Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit



			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			4,500-5,000





			$2,000,000 plus


			0.02%


			13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.



c.  Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out-of-pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious.  For example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, these interim final regulations will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, these interim final regulations also reduce uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in section IV.B.6 later in this preamble.



These interim final regulations will also improve access to care.  Reaching a limit could interrupt or cause the termination of needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had occurred.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, these interim final regulations benefit the health and the economic well-being of participants, beneficiaries, and enrollees.



These interim final regulations also benefit those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds a limit and loses coverage, that individual has a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse has access to ESI, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of preexisting conditions could make health insurance in the individual market impossible.  Under these interim final regulations, people will no longer be treated differently depending on whether they have an alternative source of coverage.



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity, which is a benefit associated with these interim final regulations.  



d.  Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as changing their provider networks or copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for the employer’s goods or services.  Given the relatively small proportion of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the choices plans will decide to make in response to these interim final regulations, preventing more precise estimations of effects.  



In the individual market, where policies are individually underwritten with no rating bands in the majority of States, the Departments expect the added premium cost or other benefit changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200 percent of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 States with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in State insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of States that allow underwriting in the individual insurance market.



It is worth noting that the transfers discussed above will be significantly mitigated by the associated expansion of coverage that these interim final regulations create.  The Departments expect, as a result of the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing the Departments from quantifying these benefits at the present time.




Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in these interim final regulations which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to note that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in these interim final regulations or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.


e.  Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f.  Alternatives


PHS Act section 2711(a)(2) requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed earlier in section IV.B.2.b of this preamble.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to avoid or offset the potential premium increase by increasing cost sharing, tightening the network of providers, adopting cost savings tools, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and experience a gap in insurance coverage.  However, plans with current low limits could see increases in costs and potentially premiums because the proportion of claims covered by the plans would increase.  One final issue to consider is that for plan years (in the individual market, policy years) beginning after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most States).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time seemed to be the fairest approach and most likely to result in a minimal impact on premiums, so it was selected.  



Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans comprise only less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under these interim final regulations could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  


It is important to note that these interim final regulations also provide that the Secretary of HHS may establish a waiver program under which issuers or plans may assert that adhering to the restricted annual limit provisions of these interim final regulations would result in a significant decrease in access to benefits or a significant premium increase.  The Departments provided for this waiver in order to prevent the loss of coverage for enrollees in low-benefit plans (for example, “mini-med” plans) that have low annual limits.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 3.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			People Subject to Current Limit


			New Limit





			


			


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2
-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


4.
PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.128)


a.  Summary 


As discussed earlier in this preamble, PHS Act Section 2712 provides rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  




PHS Act Section 2712 and these interim final regulations create a statutory Federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to this provision taking effect, varying court-made Federal common law existed for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of Federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent State and Federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b.  Estimated Number of Affected Entities  


The Departments assume that these interim final regulations will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect these interim final regulations to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.



c.  Benefits  




There are many benefits that flow from these interim final regulations, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for and expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed further in section IV.B.6.b of this preamble, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions or terminations in care resulting from rescissions. As a result of the statute and these interim final regulations, people with high-cost illnesses at risk of rescission would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




These interim final regulations will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.



d.  Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the relatively low rate of rescissions (approximately 0.15 percent of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of these interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are extremely rare in group markets where such costs would be most likely to be transferred through premium increases.  As described earlier, they are also rare in the individual market, affecting 0.15 percent of policies.  In this market, the potential costs would likely be born by the individuals themselves unless they live in a State with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of these interim final regulations, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, since post-claims underwriting is limited by these interim final regulations, plans may expand their pre-claims underwriting practices, potentially leading to increased denials, preexisting condition riders, or rate-ups.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, there is uncertainty concerning what proportion of the rescissions would be considered to result from fraud or intentional misrepresentation of material fact, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for PHS Act section 2711, or the prohibition of preexisting condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the relatively low prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.



5.
PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.138)


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose, with respect to a group health plan, or group or individual health insurance coverage,  a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, all plans or health insurance coverage are subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



PHS Act section 2719A and these interim final regulations are generally effective for plan years (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.


a.  Choice of Health Care Professional


i.  Designation of Primary Care Provider



Summary.  The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


Estimated Number of Affected Entities.  Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with ESI are enrolled in POS plans.



PHS Act section 2719A and these interim final regulations only apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



Benefits.  Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



ii.  Designation of Pediatrician as Primary Care Provider



Summary.  If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



Estimated Number of Affected Entities.  Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with ESI who are in an HMO plan.



Benefits.  By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two States have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.



Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with these interim final regulations are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



iii.  Patient Access to Obstetrical and Gynecological Care



Summary.  The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  These plans and issuers must also treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional specializing in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.  



Estimated Number of Affected Entities.  Requiring referrals or authorizations to health care professional who specializes in obstetrics or gynecology (OB/GYNs) is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many States passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 States plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 States have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these States, who may otherwise not have had this direct access.  As well, because State law is preempted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



These interim final regulations apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with ESI who are in HMO plans.



Benefits.  This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider to provide care and order obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



Costs and Transfers.  One potential area of additional costs associated with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



To the extent these interim final regulations result in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


b.  Coverage of Emergency Services



i.  Summary  



PHS Act section 2719A and these interim final regulations provide that a group health plan and a health insurance issuer covering emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network).  For a plan or health insurance coverage with a network of providers that provide benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These interim final regulations also provide that a plan or health insurance issuer pay for out-of-network emergency services (prior to imposing in-network cost-sharing), the greatest of: (1) the median in-network rate; (2) the usual customary and reasonable rate (or similar rate determined using the plans or issuer’s general formula for determining payments for out-of-network services); or (3) the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  


The statute and these interim final regulations relating to emergency services do not apply to grandfathered health plans; however, other Federal or State laws related to emergency services may apply regardless of grandfather status.



ii. Estimated Number of Affected Entities


These interim final regulations will directly affect out-of-pocket expenditures for individuals enrolled in non-grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  These interim final regulations may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in- and out-of-network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical copayment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network emergency room encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of emergency room visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out-of-pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out-of-network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



iii.  Benefits


Insurers maintain differing copayment and coinsurance arrangements between in- and out-of-network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in-network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in-network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. These interim final regulations eliminate this disparity in out-of-pocket burden for enrollees, leading to potentially substantial financial benefit.



These interim final regulations also provide for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to providers and patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


iv.  Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be minimal.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, the demand for emergency services in truly emergency situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency services provisions are likely to result in some transfers from the general membership of non-grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out-of-network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost sharing for out-of-network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out-of-network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered health plans.    



c. Application to Grandfathered Health Plans  



As discussed earlier in this preamble, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.




d.  Patient Protection Disclosure Requirement



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 million in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.


6.  Combined Effects of the Insurance Market Reforms


a.  Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfathered health plan – were the subject of previously published interim final regulations.  The implementation of other provisions – including those relating to coverage of preventive services (PHS Act section 2713) and appeals (PHS Act section 2719) – will be addressed in future regulations.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting preexisting condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and up to 90,000 children who have insurance with benefit carve-outs or preexisting condition exclusion periods.  The policy on restricted annual limits could help up to 2,700 to 3,500 people who hit these limits each year; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market each year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, could limit the out-of-pocket spending for up to 2.1 to 4.2 million individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be relatively small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  



b.  Benefits



These interim final regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once all the protections of the full Affordable Care Act are effective.


A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by spending more on at-risk individuals and by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the IOM.
  



These interim final regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or preexisting conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 


Because considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity, this benefit is not quantified in this analysis.
  However, the Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these interim final regulations and will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. 


A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on preexisting conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These interim final regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these interim final regulations is improved workplace productivity.  These interim final regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these interim final regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the preexisting condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s provisions will reduce the transfers in the health care system due to cost shifting of uncompensated care that lead to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these interim final regulations.  Three assumptions were made.  First, the uninsured populations affected by these interim final regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These interim final regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, the Departments assume that extending insurance coverage to this group is unlikely to significantly increase the overall costs of the U.S. health care system.  The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 



Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations could result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.



c.  Costs and Transfers



Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 



The Departments estimate that the premium effect of prohibiting preexisting condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the restricted annual limit policy and preexisting condition exclusion policy for children do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for preexisting condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.


The Departments emphasize that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    



This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfather status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  



Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will differ (for example, a plan may already offer coverage without preexisting condition exclusions and bar rescissions, meaning they will not be affected by those provisions, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits could affect them differently.  It is especially important to note the variation in insurance market reforms across States.  Only a few States have community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed across the pool and to individual enrollees in other States depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 


D.
Regulatory Flexibility Act--Department of Labor and Department of Health and Human 



Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to Federal rules that are subject to the notice and comment requirements of section 553(b) of the APA (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities.  Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B or title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.



Moreover, under Section 553(b) of the APA, a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the APA (5 U.S.C. chapter 5) does not apply to these interim final regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.
Paperwork Reduction Act



1.  Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. 
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an ICR subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records).  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing costs that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–0143; 1545–2179.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).



b. ICR Regarding Affordable Care Act Notice Relating to Rescission


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations provide rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance except in the case of  fraud or intentional misrepresentation of a material fact.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Departments estimate that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Departments estimate that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Departments estimate that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–0141; 1545–2180.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.
ICR Regarding Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, PHS Act section 2719A imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an ICR subject to the PRA. 


 
In order to satisfy these interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfather status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfather status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-0142; 1545-2181.



Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2.  Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a.
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits


PHS Act section 2711 and these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by State and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Department estimates that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




These interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Department estimates that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–1094.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.




b.
ICR Regarding Affordable Care Act Notice Relating to Rescission




As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–1094.



Affected Public: For Profit Business.



Respondents: 490


Responses: 10,700.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 300 hours.



Estimated Total Annual Burden Cost: $5,200.



c.  
ICR Relating to Affordable Care Act Patient Protections Disclosure Requirement



As discussed above in the Department of Labor and Department of Treasury PRA section, these interim final regulations contains a disclosure requirement for non-grandfathered health plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 State and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfather status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfather status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–1094.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, OCIIO-9994-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov


G.  Congressional Review Act



These interim final regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by State, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for State, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by Federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these interim final regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these interim final regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the Federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a Federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the Federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the Federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these interim final regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these interim final regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


(d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-2179


54.9815-2712T.................................................................................................1545-2180


54.9815-2719AT...............................................................................................1545-2181


* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 



29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to part 147 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add §147.126 to part 147 to read as follows:



§147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered health plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



8.  Add  §147.138 to part 147 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� The Affordable Care Act adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.
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� The Departments come to this estimate using the following methods. First, they estimated the proportion of the population in group and individual markets using the Medical Expenditure Panel Survey (2008). Next, information from 75 FR 34538 (June 17,2010) was used to estimate the proportion of employer and individual plans that maintain or lose grandfather status by 2013. Projections of national health expenditures from the National Health Expenditure Accounts to 2013 were distributed among these groups, and premium impacts as discussed in this regulatory impact analysis were applied. Potential premium reductions secondary to reductions in the cost-shifting of uncompensated care were then calculated using the information from the economic literature as presented in this discussion. The Departments note that to the extent that not all of the reductions in uncompensated care costs are passed onto insured populations, these estimates may be an overestimate.



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).
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� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 17, 2010 (75 FR 34538).



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).
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� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Department’s estimate of the number of State and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 FR 34538 (June 17, 2010). 



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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p. 12, para. beg. w/ “The restriction on annual limits”,  revise first part of fifth line “beginning with taxable years beginning 2013” and insert “in” to replace stricken “beginning”


p. 15, bottom of page, para. beg. w/ “The restricted annual limits”, first sent., in text “ensure that, in the vast majority of cases, that” delete first “that”


p.28, carryover parenthetical sentence before para. beg. w/ “The second amount above is”, in the phrase “participant, beneficiary or enrollee” insert a comma after “beneficiary”
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p. 108, fn 131:  change date at end from “June 15” to “June 17”; in citation, insert “34538” and delete instruction to insert cite



p. 130, paragraph (d), extra space before “(d)”
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26 CFR Parts 54 and 602



TD 



RIN 1545-BJ61
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Employee Benefits Security Administration
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DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


OCIIO-9994-IFC



45 CFR Parts 144, 146, and 147



RIN 0991-AB69


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [OFR-INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [OFR-INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services




Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.



Table 1.1 Accounting Table



			TABLE 1.1--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, OB/GYN, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 









			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered






			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  



 





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. Need for Regulatory Action



a. Preexisting condition exclusions


As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   



Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 



 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  


These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  



b. Lifetime and annual limits.



As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  



These new protections ensure that patients are not confronted with devastating health insurance costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 



These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health insurance coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA Section 2711, Lifetime and Annual Limits, earlier in this preamble.



c. Rescission.



As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  


Prior to the Affordable Care Act, thousands of Americans lost health insurance each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.


These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  



d. Patient Protections.



As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.



The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2)   copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 



This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 



2. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.108)



a. Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b. Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a pre-existing condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.
  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 550,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 2.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent’s insurance status


			Number of children 





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			550,000








* Primarily parents who are uninsured, but also including a small number who have public coverage



Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   



The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    



As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.
   



Table 2.2 Estimated number of uninsured children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 



The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.



c. Benefits  



The benefits of PHS Act Section 2704 and these interim final rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with pre-existing conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with pre-existing conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 



d. Costs and Transfers



Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    


As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  



The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.
  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  



In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


3. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.126)



a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, for policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan or policy year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a or policy plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan or policy year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years ( in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 3.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			Individual


			


			





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.


Table 3.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits



Table 3.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits



It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 3.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 


Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit



			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity.  



d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  



In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.



It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.




Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.


e. Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f. Alternatives


Section 2711(a)(2) of the PHS Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  



Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 3.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2
-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.128).



a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  




PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.



c. Benefits  




There are many benefits that flow from this interim final rule, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.
  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.


d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded may largely be paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.



5.  PHSA Section 2719A, Patient Protections (26 CFR 54.9815-2719A, 29 CFR 2590.715-2719A, 45 CFR 147.138)


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.



A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.



Section 2719A of the PHS  Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.



c.  Benefits.  



By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.



d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



5. Transfers Associated with the Rule.  



To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


B.  Coverage of Emergency Services



1. Summary.  



Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  




2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.



The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    


C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



D.  Patient Protection Disclosure Requirement



The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.



6. Combined Effects of the Insurance Market Reforms


a. Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market per year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  



b. Benefits



These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by either spending more on at-risk individuals or by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the Institute of Medicine.
  



These regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 


Considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity.
  The Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these regulations but that this benefit is currently nonquantifiable; they continue to explore the empirical question. 



The health benefits of the Affordable Care Act will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. For example, the Congressional Budget Office estimates that 32 million more individuals will have health insurance by 2019 as a result of the regulations. When compared with the estimated 76 thousand individuals directly affected by the rescissions, pre-existing condition exclusion, and annual and lifetime limit policies and the 1.2 million estimated to be acquiring coverage because of expanded coverage through age 26 on family policies, it is clear that the health benefits of the legislation will grow substantially in the years ahead. 



A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which leads to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”
 The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 



Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations might result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.



c. Costs and Transfers



Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 



The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for pre-existing condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.


It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    



This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  



Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 


D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.  Paperwork Reduction Act



1. Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Department estimates that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-New; 1545-New




Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2. Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  



Section 45 CFR 147.126 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.




















b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–NEW.



Affected Public: For Profit Business.



Respondents: 490


Responses: 10,700.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 300 hours.



Estimated Total Annual Burden Cost: $5,200.


c. ICR related to Affordable Care Act  Patient Protections Disclosure




As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–NEW.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, OCIIO-9994-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov



G.  Congressional Review Act



These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-



54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 



29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to part 147 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add §147.126 to part 147 to read as follows:



§147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



8.  Add  §147.138 to part 147 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� Affordable Care ActPPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.



� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.



� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf



� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html



� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.



� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.



� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf



� These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. 



� We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (�HYPERLINK "http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf"�http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf�)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. 



� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.



� The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132



� Ibid.



� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: �HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051"�http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 



� Uninsured children are at least 70% more likely than insured children to not receive



medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.



� Ibid.



� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: �HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132"�http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�



� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf



� �HYPERLINK "http://content.healthaffairs.org/cgi/reprint/25/2/w93"�http://content.healthaffairs.org/cgi/reprint/25/2/w93�, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1



� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4



� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325



� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf



� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf



� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK "http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf"�http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 



� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 



� From the Departments’ analysis of MEPS data.  



� The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  



� �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  



� PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.



� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 



� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.







� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.



� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.







� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.



� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).



� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf



� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 



� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.



� Numbers calculated from Table 2.4 may differ due to rounding.



� If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� This statement is supported by conversations with industry experts.  



� 2009 Current Population Survey.



� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Hadley (2003); 



� This point is discussed further in the summary section below.  



� Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf



� Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: �HYPERLINK "http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story"�http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story�. 



� These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  



� Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  



� Kaiser Family Foundation, “Number of HMOs, July 2008,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a� Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.



� Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.



� See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). 



� See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�. 



� See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  



� Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  



� Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).



� Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).



� Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”



� Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” 



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� There is no data available to estimate the number of plans that fall into this category.



� See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care



of Newborns, Infants, Children, Adolescents, and Young Adults,” available at �HYPERLINK "http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf"�http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf�.  



� For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7�.



� Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”



� “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at �HYPERLINK "http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm"�http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm�.



� Ibid.



� http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf



� For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.



� See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  



� See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at �HYPERLINK "http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf"�http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf�. 



� See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.



� Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114"�http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114�



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.



� See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.



� Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  



� BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Almond, Douglas, Joseph J. Doyle, Jr., Amanda E. Kowalski, and Heidi Williams. “Estimating



Marginal Returns to Medical Care: Evidence from At-Risk Newborns.” The Quarterly Journal of



Economics, May 2010, 125(2): 591-634. �HYPERLINK "http://www.mit.edu/~jjdoyle/vlbw.pdf"�http://www.mit.edu/~jjdoyle/vlbw.pdf�. 



� Doyle, Joseph J. “Health Insurance, Treatment and Outcomes: Using Auto Accidents as Health Shocks.” The Review of Economics and Statistics, May 2005. 87(2):256-270. �HYPERLINK "http://www.mitpressjournals.org/doi/abs/10.1162/0034653053970348"�http://www.mitpressjournals.org/doi/abs/10.1162/0034653053970348�. 



� Currie, Janet and J. Gruber. “Health Insurance Eligibility, Utilization of Medical Care, and Child Health.” The Quarterly Journal of Economics, May 1996. 111(2):431-466. �HYPERLINK "http://www.jstor.org/stable/2946684?cookieSet=1"�http://www.jstor.org/stable/2946684?cookieSet=1�. 



� Card, David, C. Dobkin, and N. Maestas. “Does Medicare Save Lives?” The Quarterly Journal of Economics, May 2009. 124(2):597-636. �HYPERLINK "http://www.mitpressjournals.org/doi/abs/10.1162/qjec.2009.124.2.597"�http://www.mitpressjournals.org/doi/abs/10.1162/qjec.2009.124.2.597�. 



� Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. �HYPERLINK "http://books.nap.edu/openbook.php?record_id=10367&page=R1"�http://books.nap.edu/openbook.php?record_id=10367&page=R1�. 



� Institute of Medicine, op. cit.  Hadley J.  Sicker and Poorer: The consequences of being uninsured.  Medical Care Research and Review, Vol. 60, No. 2 suppl, 3S-75S (2003)



� Kronick, Richard. “Health insurance coverage and mortality revisited.” Health Services Research. April 2009. 44(4):1211-1231. �HYPERLINK "http://www3.interscience.wiley.com/journal/122342601/abstract?CRETRY=1&SRETRY=0"�http://www3.interscience.wiley.com/journal/122342601/abstract?CRETRY=1&SRETRY=0�. 



� Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.



� David Himmelstein et al, 2009.



� Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).



� Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).



� Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.



� Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.



� The Departments come to this estimate using the following methods. First, they estimated the proportion of the population in group and individual markets using the Medical Expenditure Panel Survey (2008). Next, information from 75 FED. REG 34537 (June 17,2010) was used to estimate the proportion of employer and individual plans that maintain or lose grandfathering by.2013. Projections of national health expenditures from the National Health Expenditure Accounts to 2013 were distributed among these groups, and premium impacts as discussed in this regulatory impact analysis were applied. Potential premium reductions secondary to reductions in the cost-shifting of uncompensated care were then calculated using the information from the economic literature as presented in this discussion. The Departments note that to the extent that not all of the reductions in uncompensated care costs are passed onto insured populations, these estimates may be an overestimate.



� The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 







� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 Fed. Reg. 34537 (June 17, 2010). 



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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We have concluded review of the Consumer
Protection IFR.  Thanks to all.  Please advise on Monday morning when
the rule has been sent to OFR, and anything you all hear with regard to display
and publication.
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Hi everyone -





Attached is the final, clean document that has been uploaded in ROCIS for OMB clearance.  We will deliver to OFR early Monday so we will have a little additional time to proofread over the weekend since the pieces got put together quickly this afternoon.




This proofread is merely for typos, formatting, or other things that are totally wrong that we absolutely must fix before the final document goes to OFR.  As we say in the Working Group, the bar is extremely high for comments at this point in time, as OMB has cleared -- no substantive changes should be made at this time.




To facilitate this process, please review the draft and circulate any comments you have to everyone on this distribution list by Saturday night.  So I don't have to try to line up 10 different markups, please put your comments in a separate Word document describing the location of each comment by page number.  If there are conflicting comments or changes that we think need to be discussed, we'll have to pull together a conference call on Sunday.
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Beth Baum

U.S. Department of Labor, Employee Benefit Security Administration

Office of Health Plan Standards and Compliance Assistance

Email: baum.beth@dol.gov

Phone: (202) 693-8345

Fax: (202) 219-1942 
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services




Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.



Table 1.1 Accounting Table



			TABLE 1.1--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, OB/GYN, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 









			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered






			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  



 





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. Need for Regulatory Action



a. Preexisting condition exclusions


As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   



Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 



 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  


These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  



b. Lifetime and annual limits.



As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  



These new protections ensure that patients are not confronted with devastating health insurance costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 



These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health insurance coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA Section 2711, Lifetime and Annual Limits, earlier in this preamble.



c. Rescission.



As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  


Prior to the Affordable Care Act, thousands of Americans lost health insurance each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.


These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  



d. Patient Protections.



As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.



The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2)   copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 



This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 



2. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)



a. Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b. Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.
  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 2.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent’s insurance status


			Number of children 





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage



Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   



The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.
  



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    



As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.
   



Table 2.2 Estimated number of uninsured children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 



The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.



c. Benefits  



The benefits of PHS Act Section 2704 and these interim final rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with pre-existing conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with pre-existing conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 



d. Costs and Transfers



Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    


As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  



The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.
  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  



In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


3. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)



a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 3.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			Individual


			


			





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.


Table 3.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits



Table 3.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits



It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 3.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 


Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit



			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.



Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity.  



d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  



In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.



It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.




Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.


e. Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  



Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 3.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2
-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).



a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  




PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.



c. Benefits  




There are many benefits that flow from this interim final rule, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.
  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.


d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded may largely be paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.



5.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.



A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.



c.  Benefits.  



By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.



d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



5. Transfers Associated with the Rule.  



To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


B.  Coverage of Emergency Services



1. Summary.  



Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  




2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.



The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    


C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



D.  Patient Protection Disclosure Requirement



The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.



6. Combined Effects of the Insurance Market Reforms


a. Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market per year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  



b. Benefits



These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by either spending more on at-risk individuals or by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the Institute of Medicine.
  



These regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 


Considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity.
  The Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these regulations but that this benefit is currently nonquantifiable; they continue to explore the empirical question. 



The health benefits of the Affordable Care Act will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. For example, the Congressional Budget Office estimates that 32 million more individuals will have health insurance by 2019 as a result of the regulations. When compared with the estimated 76 thousand individuals directly affected by the rescissions, pre-existing condition exclusion, and annual and lifetime limit policies and the 1.2 million estimated to be acquiring coverage because of expanded coverage through age 26 on family policies, it is clear that the health benefits of the legislation will grow substantially in the years ahead. 



A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which leads to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”
 The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 



Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations might result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.



c. Costs and Transfers



Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 



The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for pre-existing condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.


It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    



This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  



Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 


D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.  Paperwork Reduction Act



1. Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Department estimates that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-New; 1545-New




Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2. Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  



Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–NEW.



Affected Public: For Profit Business.



Respondents: 490


Responses: 10,700.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 300 hours.



Estimated Total Annual Burden Cost: $5,200.


c. ICR related to Affordable Care Act  Patient Protections Disclosure




As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–NEW.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov



G.  Congressional Review Act



These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-



54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 



29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the department of Health and Human Services amends 45 CFR 144 as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to part 147 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add §147.126 to part 147 to read as follows:



§147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



8.  Add  §147.138 to part 147 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.



� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.



� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf



� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html
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� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 Fed. Reg. 34537 (June 17, 2010). 



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). [footnoteRef:1]  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.[footnoteRef:2]    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act. [1:  The Affordable Care Act adds Section 715 to ERISA and section 9815 to the Code to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  ]  [2:  Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.] 



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible, and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services


	Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.





			TABLE 1.--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013[footnoteRef:3] [3:  The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.] 






			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








  


1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815T-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704108)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA[footnoteRef:4] rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.    [4:  HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). ] 



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.[footnoteRef:5]  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.   [5:  AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf] 



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.[footnoteRef:6]  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.   [6:  These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  ] 



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 5540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance (ESI).  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			5450,000








* Primarily parents who are uninsured, but also including a small number who have public coverage


 


The group most likely to be affected by thiese interim final regulations is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.[footnoteRef:7]   [7:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.[footnoteRef:8]  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.   [8:  Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. ] 



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.[footnoteRef:9]  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    	Comment by Author: Conform – “%” or “per cent”. Also an issue in footnotes. [9:  We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. ] 



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of thiese interim final regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.[footnoteRef:10]    [10:  For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who take-up coverage join ESI, and half join a private insurance plan in the individual insurance market.] 






Table 1.2 Estimated number of uninsured children gaining coverage 


			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000











The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of theise interim final regulations, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).[footnoteRef:11]  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans, and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd. [11:  The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.] 



c. Benefits  


The benefits of PHS Act Ssection 2704 and these interim final regulations rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job- lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.[footnoteRef:12]  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.[footnoteRef:13]  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.[footnoteRef:14] [12:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [13:  Ibid.]  [14:  Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051. ] 



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.[footnoteRef:15]  Insured children are less likely to experience avoidable hospital stays than uninsured children[footnoteRef:16] and, when hospitalized, insured children are at less risk of dying.[footnoteRef:17]  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.[footnoteRef:18]  Also, nd health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.[footnoteRef:19] [15:  Uninsured children are at least 70% more likely than insured children to not receive
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.]  [16:  Ibid.]  [17:  Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf]  [18:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [19:  Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf] 



In addition to their benefits relating to access to care, health, and well-being of children, these interim final regulations ules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.[footnoteRef:20]  In cases where medical expenses are substantial, families may no longer need to spend- down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.[footnoteRef:21]  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.[footnoteRef:22]  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.[footnoteRef:23]  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.[footnoteRef:24]  Reduced reliance on these programs under these interim final rules regulations will benefit families, state and federal governments and, by extension, taxpayers. [20:  http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1]  [21:  http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4]  [22:  Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325]  [23:  Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf]  [24:  Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf] 



In addition, these interim final regulations rules may reduce instances of “job- lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.[footnoteRef:25]  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.[footnoteRef:26]  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below.  . [25:  A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf. ]  [26:  A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job-lock, but HIPAA still allows a 12-month pre-existing condition exclusion, meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). ] 






d. Costs and Transfers


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.[footnoteRef:27]  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.     [27:  From the Departments’ analysis of MEPS data.  ] 



As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that theise interim final regulations will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing conditions is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.[footnoteRef:28]  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.[footnoteRef:29]  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating. [28:  The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  ]  [29:  http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7] 



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the a pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. [footnoteRef:30]  In a few years, most children who would have been covered with a condition waiver in the absence of thiese interim final regulations are expected to be in new policies in any case. [30:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.[footnoteRef:31]   [31:  The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  ] 



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of one a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


  





2. PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147. 271126)


a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”[footnoteRef:32]  Based on this Congressional directive, these interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.   [32:  PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.] 



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit, and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.[footnoteRef:33]   [33:  Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). ] 



Table 2.1: Prevalence of Lifetime Limits


			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			


			


			





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			


			


			





			Individual


			


			





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum:  Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits





There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by thiese interim final regulationsrule.[footnoteRef:34]  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.[footnoteRef:35]  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans, and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets. [34:  There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.
]  [35:  These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.] 



Table 2.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage, the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET eemployer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits








Table 2.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage, the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits











It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.[footnoteRef:36]  [36:  To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.
] 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.[footnoteRef:37]  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year.  [37:  Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.] 






Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.





c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out- of- pocket.  These limits particularly affect people with high-cost conditions,[footnoteRef:38] which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.[footnoteRef:39]  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, theise interim final regulations rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, these this interim final regulations rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section. [38:  An April 2008 study by Milliman, “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).]  [39:  See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf] 



These interim final regulations rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.[footnoteRef:40]  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.[footnoteRef:41]  By ensuring continuation of coverage, theseis regulationsinterim final regulations rule benefits the health and the economic well-being of enrollees. [40:  Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) ]  [41:  See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.] 



These interim final regulations rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s’ goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to these is interim final regulationsrule, preventing more precise estimations of effects.  


	In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholders.  As discussed in the impact analysis for sSection 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of one a percent or less for lifetime limits and one-tenth of one a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.


	It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules regulations create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend- down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.


	Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for sSection 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.	Comment by Author: Is this right word? Confounds?





e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives


Section 2711(a)(2) of the PHS Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under these new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under theise interim final regulations rule could be expected to help an estimated 2,700 to 3,500 people[footnoteRef:42] who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that these interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today.  [42:  Numbers calculated from Table 2.4 may differ due to rounding.] 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit


			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 


$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2[footnoteRef:43]-6.6% [43:  If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  ] 






			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 





3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147. 27128).


a. Summary 


As discussed earlier in this preamble, PHS Act Ssection 2712 and these interim final regulations generally prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.[footnoteRef:44]  The notice must be provided regardless of whether the rescission is of group or individual coverage;, or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  	 [44:  Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.] 



PHS Act Ssection 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  [Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts, or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,[footnoteRef:45] rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's’ application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   	Comment by Author: Further discussion/refinement may be needed.  Not simple.  [45:  Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.] 



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  


The Departments assume that these interim final regulations rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.[footnoteRef:46]  By creating a new Federal standard governing when policies can be rescinded, the Departments expect these interim final regulations rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.[footnoteRef:47]  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.[footnoteRef:48]  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force, or approximately 9,000 rescissions per year.[footnoteRef:49] [46:  This statement is supported by conversations with industry experts.  ]  [47:  2009 Current Population Survey.]  [48:  Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).]  [49:  NAIC Rescission Data Call, December 17, 2009, p.1.] 



	c. Benefits  


	There are many benefits that flow from these this interim final rule regulations, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected policy to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.[footnoteRef:50]  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average. [50:  Hadley (2003); ] 



	Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.[footnoteRef:51]  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.[footnoteRef:52]  [51:  This point is discussed further in the summary section below.  ]  [52:  Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf] 



	Thiese interim final regulations rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.[footnoteRef:53]  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care. [53:  Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story. ] 



	


d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead issuers insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under these interim final regulationsrule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.	Comment by Author: Global change – “insurer: to “issuer”


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could have been rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of thiese interim final regulationsrule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by these interim final regulations, plans and issuers will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.[footnoteRef:54] This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans and issuers could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent. [54:  These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  ] 












4.  PHS Act Section 2719A, Patient Protections (26 CFR XXX, 29 CFR XXX, 45 CFR 147.138)


As discussed earlier in this preamble, Ssection 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.[footnoteRef:55]  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below. [55:  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  ] 



These rules generally are effective for plan years (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.





A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,[footnoteRef:56] accounting for more than 32.3 million enrollees,[footnoteRef:57] of whom about 40 percent have their primary care provider serve as a gatekeeper.[footnoteRef:58]  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.[footnoteRef:59] [56:  Kaiser Family Foundation, “Number of HMOs, July 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the number of HMOs also includes Medicaid and Medicare-only HMOs that are not covered by these interim final regulations.]  [57:  Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.]  [58:  See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). ]  [59:  See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at http://ehbs.kff.org/pdf/2009/7936.pdf. ] 



Section 2719A of the PHS Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number of enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care providers physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from these interim final regulationsrule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.[footnoteRef:60]  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.[footnoteRef:61]  As well, studies show that better patient-provider trust results in improved medication adherence.[footnoteRef:62]  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.[footnoteRef:63] Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.[footnoteRef:64]   [60:  See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?” Journal of General Internal Medicine 22.10 (2007).  ]  [61:  Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).]  [62:  Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).]  [63:  Ibid.  See also DiMatteo, Robin M., et al., “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  ]  [64:  Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).] 



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.[footnoteRef:65]   [65:  Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).] 



Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.[footnoteRef:66]  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.[footnoteRef:67]  Patients that have a usual source of care tend to also have fewer hospital admissions.[footnoteRef:68]   [66:  Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).]  [67:  Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”]  [68:  Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” ] 



d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number of enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.[footnoteRef:69] [69:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.[footnoteRef:70]  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.[footnoteRef:71]  SimilarlyRelatedly, at least two states have laws providing children immediate access to pediatricians.[footnoteRef:72]  [70:  There is no data available to estimate the number of plans that fall into this category.]  [71:  See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.  ]  [72:  For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7.] 



Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid- enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.[footnoteRef:73]  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.[footnoteRef:74]  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.[footnoteRef:75]  [73:  Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”]  [74:  “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm.]  [75:  Ibid.] 



Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.


d. d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with thisthese  interim final regulations rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non- grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.[footnoteRef:76]	Comment by Author: “Policy holders” or “policyholders?” Also, non-grandfathered is global change needed.  [76:  http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf] 



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.[footnoteRef:77]  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.   [77:  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.] 



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.[footnoteRef:78]  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.[footnoteRef:79] Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.[footnoteRef:80]  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care. [78:  See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  ]  [79:  See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf. ]  [80:  See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.] 



Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.[footnoteRef:81]  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN. [81:  Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs,” available at http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114] 



The regulations under of Ssection 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number of enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.[footnoteRef:82] [82:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.[footnoteRef:83]  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.[footnoteRef:84] [83:  See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.]  [84:  See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.] 



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent thiese interim final regulations rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.





B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the PHS Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in an emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  


	2. Estimated Number of Affected Entities


Thiese interim final regulations rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  These interim final regulations rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangements that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.


	Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.[footnoteRef:85] While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.[footnoteRef:86]  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller.  [85:  Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  ]  [86:  BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.] 



3. Benefits


Issuers Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides a financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the patientperson’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. Thiese interim final regulations rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.	Comment by Author: Global change - insurer to issuer


These interim final regulations rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    





C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.





D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.








5. Combined Effects of the Insurance Market Reforms


a. Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 who would be expected to have costs that exceed a limit over their lifespan.  While precise data on the number of rescissions is limited, the rescissions policy could prevent a number of people with high health care costs from having their coverage revoked.  A report by the House Committee on Oversight and Government Reform[footnoteRef:87] found an average of around 4,000 rescissions per year between 2003 and 2007 for several major private insurers, with a combined national market share of approximately 35 percent.[footnoteRef:88] A plausible estimate for the number of rescissions nationwide in a given year is thus approximately 11,400.[footnoteRef:89] And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.   [87:  Waxman, H.A. and J. Barton. “Supplemental Information Regarding the Individual Health Insurance Market.” June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. ]  [88:  Austin, D.A., and T.L. Hungerford. “The Market Structure of the Health Insurance Industry.” Congressional Research Service, November 17, 2009. Table 1, p. 10. http://www.fas.org/sgp/crs/misc/R40834.pdf. ]  [89:  Note that this figure may be a substantial underestimate as insurers did not fully report information on all of their subsidiaries in the aforementioned investigation, and may be a substantial overestimate as the investigation focused on the individual market, where rescissions may be more common.] 



	b. Benefits


These interim final regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.[footnoteRef:90]  A widely cited report by the Institute of Medicine (IOM),[footnoteRef:91] and a subsequent update by the Urban Institute[footnoteRef:92] build on these type of estimates to calculate excess deaths resulting from uninsurance. Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to prohibiting pre-existing condition exclusions for children – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.   [90:  See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). ]  [91:  Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1. ]  [92:  Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.  ] 



	A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.[footnoteRef:93]  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.[footnoteRef:94]  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes. [93:  Amy Finkelstein and Robin McKnight. “What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.”  2008. Journal of Public Economics 92: 1644-1669.]  [94:  David Himmelstein et al, 2009.] 



	A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.[footnoteRef:95]  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job- lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since “job- lock” prevents workers from pursuing jobs with potentially higher salaries.[footnoteRef:96]  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   [95:  Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).]  [96:  Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).] 



Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which often increase health spending unnecessarily.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare & and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”[footnoteRef:97] The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  [97:  CMS Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.] 



Second, on the basis of the economics literature on the subject,[footnoteRef:98] the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care, of which 25 percent would have been passed on as higher premiums to the insured population.  Considering these proportions together suggests that, on average, the premium impacts described in this regulatory impact analysis would be roughly reduced by 15 to 20 percent. [98:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



[EOP Economist approach: for discussion only.  The Departments estimated the fraction of uncompensated care that is passed-through to the private medical sector to arrive at an estimate of the reduction in the “hidden tax” passed on in the form of higher premiums to other Americans with private health insurance.  To calculate its magnitude, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, less ability to reduce demand, and higher health care spending.  These regulations are unlikely to induce as much demand for health care as would be assumed for the uninsured population in general.  As such, it is assumed that half of the cost would have been uncompensated, although we emphasize that there is considerable uncertainty surrounding this estimate.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  On the basis of the economics literature on the subject,[footnoteRef:99] the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  Combined, we estimate roughly $1 billion in premium savings due to uncompensated care reductions in 2013.] [99:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



c. Costs and Transfers


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have less than a one percent impact on premiums in the individual and group markets.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for this market.  The Departments could not estimate premium effects for the provisions in these interim final regulations relating to rescissions and patient protections.  


It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 





D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services





The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purposes of the Affordable Care Act and minimize the impact on small entities.





E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the APA dministrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.





F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:100] The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.   [100:  These interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,[footnoteRef:101] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:102]   [101:  The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).]  [102:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:103] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:104]  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [103:  The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [104:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	These interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:105]  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000. [105:  While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans[footnoteRef:106].  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.[footnoteRef:107]   [106:  U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 
]  [107:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement





	As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 	In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.[footnoteRef:108]  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:109] Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year. [108:  The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].]  [109:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 


	The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows: 


	Type of Review: New Collection


	Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.


	Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


	OMB Number: 1210-New; 1545-New


	Affected Public: Business or other for-profit; not-for-profit institutions.


	Total Respondents 262,000 (three year average).


	Total Responses: 6,186,000 (three year average).


      	Frequency of Response: 	One time


      	Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).





2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements (ICRs) under the PRAaperwork Reduction Act. Each of these requirements is discussed in detail below.


	a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147. 271126 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:110]  [110:  These interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit.] 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals[footnoteRef:111] covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.[footnoteRef:112]  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,[footnoteRef:113] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:114]   [111:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [112:  The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17.]  [113:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [114:  The Department’s estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:115] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimates that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:116]  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [115:  The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [116:  The Department’s estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	These interim final regulations require plans or issuers insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by issuers or third party administratorsinsurers) will be prepared by the estimated 630 health issuers insurers operating in the United States.[footnoteRef:117]  On average, the Department expects that one-half hour of a legal professional’s time, valued ats $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.	Comment by Author: Labor and Treasury may want to make some of the same changes made to HHS PRA section to their PRA sections.  [117:  While plans could prepare their own notice, the Department assumes that the notices will be prepared by service providers.  The Department has previously estimated that there are 630 health issuers (460 providing coverage in the group market, and 490 providing coverage in the individual market.) These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  .] 



	The Department assumes that plans and issuers insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimates that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of these interim final regulations rule results from material and mailing costs to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


	Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act sSection 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group or individual health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.[footnoteRef:118]  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of a legal professional’s time at $119 per hour would be required by the estimated 490 issuers insurers in the individual market to prepare the notice and one minute per notice of clerical staff member’s professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.[footnoteRef:119]   [118:  NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf]  [119:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490


Responses: 56,5000.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 1,100 hours.


	Estimated Total Annual Burden Cost: $27,700.





c. ICR related to Affordable Care Act  Patient Protections Disclosure





	As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care provider physician or usually requiring a referral from a primary care provider physician before receiving care from a specialist.  These requirements are ICRs information collection requirements under the PRA.


	In order to satisfy these interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million participants policy holders of their plans’ policy in regards to designating a primary care provider physician and a provider for obstetrical or gynecological visits. An estimated 490 issuers insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician provider and a f provider for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.[footnoteRef:120] [120:  The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE]] 



	Because these interim final regulations provide model language for this purpose, the Department estimates that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document, certificate or policy  and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:121]  Therefore, the Department estimates that plans and issuers insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement. [121:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index (June 2009, Bureau of Labor Statistics).] 



	The Department assumes that only printing and material costs are associated with the disclosure requirement, because these interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material costs will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   	


	The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows:


	Type of Review: New collection.


	Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.


	OMB Number: 0938–NEW.


	Affected Public: Business; State, Local, or Tribal Governments.


	Respondents: 10,600.


	Responses: 2,067,000.


	Frequency of Response: One-time.


	Estimated Total Annual Burden Hours: 2,700 hours.


	Estimated Total Annual Burden Cost: $32,000.


	If you comment on any of these information collection requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov





G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 





H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.





I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.













RE: 4-pack formally 5-p

		From

		Jessup, Amber (HHS/ASPE)

		To

		Jones, Martique S. (CMS/OSORA)

		Cc

		Parham, William N. (CMS/OEORA); Mayhew, James A. (CMS/CPC)

		Recipients

		Martique.Jones@cms.hhs.gov; WILLIAM.PARHAM@cms.hhs.gov; James.Mayhew@cms.hhs.gov





Yes.  The PRA has been updated.  I sent Bill the revised supporting statement this afternoon.  Here it is.

 

Have a great weekend!

 

Amber

 

 






From: Jones, Martique S. (CMS/OSORA)
Sent: Fri 6/18/2010 4:43 PM
To: Jessup, Amber (HHS/ASPE)
Cc: PARHAM, WILLIAM N. (CMS/OSORA); Mayhew, James A. (CMS/CPC)
Subject: 4-pack formally 5-pack





Amber—I just heard that the final revisions have been made to the impact analysis.  Does this affect any numbers in the PRA?  Thanks



 



Martique S. Jones



Director, Div. of Regulation Development/ PRA Team Lead



Office of Strategic Operations and Regulatory Affairs



Centers for Medicare & Medicaid Services



410-786-4674



Martique.Jones@cms.hhs.gov
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SUPPORTING STATEMENT FOR PAPERWORK REDUCTION ACT 1995 SUBMISSIONS



A.  Justification



1.  Explain the circumstances that make the collection of information necessary.  Identify any legal or administrative requirements that necessitate the collection.  Attach a copy of the appropriate section of each statute and regulation mandating or authorizing the collection of information.



The Patient Protection and Affordable Care Act (the Affordable Care Act) was enacted by President Obama on March 23, 2010. Provisions 2711, 2712, and 2719a of the Affordable Care Act contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are subject to the Paperwork Reduction Act of 1995.  


Section 2711 of the PHS Act amended by the Affordable Care Act requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.



Section 2712 of the PHS Act amended by the Affordable Care Act prohibits group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


Section 2719A of the PHS Act amended by the Affordable Care Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in the interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  



2.  Indicate how, by whom, and for what purpose the information is to be used.  Except for a new collection, indicate the actual use the agency has made of the information received from the current collection.


The enrollment opportunity notice will be used by health plans to notify certain individuals of their right to re-enroll in their plan. The affected individuals are those whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any individual.



The rescission notice will be used by health plans to provide advance notice to certain individuals that their coverage may be rescinded. The affected individuals are those who are at risk of rescission on their health insurance coverage.


The patient protection notification will be used by health plans to inform certain individuals of their right to choose a primary care provider or pediatrician and to use obstetrical/gynecological services without prior authorization.


3.  Describe whether, and to what extent, the collection of information involves the use of automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting electronic submission of responses, and the basis for the decision for adopting this means of collection.  Also describe any consideration for using information technology to reduce burden.



The regulation does not require or restrict plans or issuers from using electronic technology to provide either disclosure. 


4. Describe efforts to identify duplication.  Show specifically why any similar information already available cannot be used or modified for use for the purposes described in Item 2 above.




The Affordable Care Act amended the Employee Retirement Income Security Act, the Internal Revenue Code, and the PHS Act. However, only the Department of Health and Human Services has jurisdiction over state and local government plans and individual market plans, so there will be no duplication of effort.



5.  If the collection of information impacts small businesses or other small entities (Item 5 of OMB Form 83-I), describe any methods used to minimize burden.



The information collection does not impact small businesses or entities.  



6.  Describe the consequence to Federal program or policy activities if the collection is not conducted or is conducted less frequently, as well as any technical or legal obstacles to reducing burden.




If this information were conducted less frequently, affected individuals would not be notified of potential rescission, individuals whose coverage had ended due to reaching a lifetime limit on the dollar value of all benefits would not be notified of their opportunity to enroll, and individuals would not be informed of their right to choose a primary care provider or pediatrician and to use obstetrical/gynecological services without prior authorization.


7.  Explain any special circumstances that would cause an information collection to be conducted in a manner:


· requiring respondents to report information to the agency more often than quarterly;



· requiring respondents to prepare a written response to a collection of information in fewer than 30 days after receipt of it;


· requiring respondents to submit more than an original and two copies of any document;


· requiring respondents to retain records, other than health, medical, government contract, grant-in-aid, or tax records for more than three years;



· in connection with a statistical survey, that is not designed to produce valid and reliable results that can be generalized to the universe of study;



· requiring the use of a statistical data classification that has not been reviewed and approved by OMB;


· that includes a pledge of confidentiality that is not supported by authority established in statute or regulation, that is not supported by disclosure and data security policies that are consistent with the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible confidential use; or



· requiring respondents to submit proprietary trade secret, or other confidential information unless the agency can demonstrate that it has instituted procedures to protect the information's confidentiality to the extent permitted by law.


None.



8.  If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the agency's notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission to OMB.  Summarize public comments received in response to that notice and describe actions taken by the agency in response to these comments.  Specifically address comments received on cost and hour burden.


Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on the data elements to be recorded, disclosed, or reported.



Consultation with representatives of those from whom information is to be obtained or those who must compile records should occur at least once every 3 years -- even if the collection of information activity is the same as in prior periods.  There may be circumstances that may preclude consultation in a specific situation.  These circumstances should be explained.


The interim final regulations provide the public with a 60-day period to submit written comments on the rule.


9.  Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or grantees.


None.



10.  Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, regulation, or agency policy.



Not applicable


11.  Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, religious beliefs, and other matters that are commonly considered private.  This justification should include the reasons why the agency considers the questions necessary, the specific uses to be made of the information, the explanation to be given to persons from whom the information is requested, and any steps to be taken to obtain their consent.



Not applicable.


12.  Provide estimates of the hour burden of the collection of information.  The statement should indicate the number of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.  Unless directed to do so, agencies should not conduct special surveys to obtain information on which to base hour burden estimates.  Consultation with a sample (fewer than 10) of potential respondents is desirable.  If the hour burden on respondents is expected to vary widely because of differences in activity, size, or complexity, show the range of estimated hour burden, and explain the reasons for the variance.  Generally, estimates should not include burden hours for customary and usual business practices.


· If this request for approval covers more than one form, provide separate hour burden estimates for each form and aggregate the hour burdens in Item 13 of OMB Form 83-I.



· Provide estimates of annualized cost to respondents for the hour burdens for collections of information, identifying and using appropriate wage rate categories.  The cost of contracting out or paying outside parties for information collection activities should not be included here.  Instead, this cost should be included in Item 14.


· The cost of contracting out or paying outside parties for information collection activities should not be included here.  Instead, this cost should be included in Item 14.


Section 2711 Lifetime limits



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upper bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



Section 2712 Recissions


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policies in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200.


Section 2719a Patient Protection Disclosure 



In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  



13.  Provide an estimate of the total annual cost burden to respondents or record-keepers resulting from the collection of information.  (Do not include the cost of any hour burden shown in Items 12.)


Section 2711 Lifetime limits 



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to mail the notices.  



Section 2712 Recissions



The Department estimates that the notice will require one page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  The Department estimates that the cost burden associated with mailing the notices to 10,700 affected policy holders will be approximately $5,200. 



Section 2719a Patient Protections Disclosure



The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). There will also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   



14.  Provide estimates of annualized cost to the Federal government.  Also, provide a description of the method used to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, printing, and support staff), and any other expense that would not have been incurred without this collection of information.  Agencies also may aggregate cost estimates from Items 12, 13, and 14 in a single table.


Not applicable.



15.  Explain the reasons for any program changes or adjustments reporting in Items 13 or 14 of the OMB Form 83-I.




This is a new information collection.



16.  For collections of information whose results will be published, outline plans for tabulation, and publication.  Address any complex analytical techniques that will be used.  Provide the time schedule for the entire project, including beginning and ending dates of the collection of information, completion of report, publication dates, and other actions.


There are no plans to publish the results of this collection of information.



17.  If seeking approval to not display the expiration date for OMB approval of the information collection, explain the reasons that display would be inappropriate.


The OMB expiration date will be published in the Federal Register following OMB approval.



18.  Explain each exception to the certification statement identified in Item 19, "Certification for Paperwork Reduction Act Submission," of OMB 83-I.


None.



B.
Collections of Information Employing Statistical Methods



Not applicable.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [Insert Federal Register cite]



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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[Billing Codes: 4830-01-P; 4510-29-P; 4120-01-P]



DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Parts 54 and 602



TD 



RIN 1545-BJ61


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-AB43     


DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


OCIIO-9994-IFC



45 CFR Parts 144, 146, and 147



RIN 0991-AB69


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [OFR:  INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [OFR:  INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9994-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-



54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority:  


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:


 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to part 147 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add §147.126 to part 147 to read as follows:



§147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to part 147 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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26 CFR Parts 54 and 602



TD 
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DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-AB43     


DEPARTMENT OF HEALTH AND HUMAN SERVICES
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OCIIO-9994-IFC



45 CFR Parts 144, 146, and 147



RIN 0991-AB69


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-



54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 



29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the department of Health and Human Services amends 45 CFR 144 as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to part 147 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add §147.126 to part 147 to read as follows:



§147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to part 147 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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26 CFR Parts 54 and 602



TD 
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DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-AB43     


DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


OCIIO-9994-IFC



45 CFR Parts 144, 146, and 147



RIN 0991-AB69


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.



Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  



The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  



· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 



· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  



As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.



The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  



The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional



The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.



When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services



If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).




The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Chapter 1



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 



Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.



*
*
*
*
*



Par. 4. Section 54.9815-2704T is added to read as follows:



§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Effective/applicability date--(1) General applicability date. Except as provided in


paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 5. Section 54.9815-2711T is added to read as follows:



§54.9815-2711T No lifetime or annual limits (temporary).



(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.



(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 



(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 6. Section 54.9815-2712T is added to read as follows:



§54.9815-2712T Rules regarding rescissions (temporary).



(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 7. Section 54.9815-2719AT is added to read as follows:



§54.9815-2719AT Patient protections (temporary).



(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--



(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



Par. 8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805 * * *


Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-



54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR



Employee Benefits Security Administration



29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 



29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:



§2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:



§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A



For the reasons stated in the preamble, the department of Health and Human Services amends 45 CFR 144 as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.



2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods



3.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




4.  The authority citation for part 147 continues to read as follows: 



Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.


5.  Add §147.108 to part 147 to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


6.  Add §147.126 to part 147 to read as follows:



§147.126 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  



Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


7.  Add  §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to part 147 to read as follows:



§ 147.138 Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 



 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 



(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  



(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.



(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:



[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)



Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  



(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.
  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that regulations under section 1302(b) of the Affordable Care Act have not yet been issued.
  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”..
  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert relevant section of the RIA] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  At the same time, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  
Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act 
provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact
.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set in the PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.
  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  
Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  



For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  
Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.



In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  
However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group
 health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period 
that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group
 health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows
:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part
.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A


For the reasons stated in the preamble, the department of Health and Human Services amends 45 CFR 144 as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods






2.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




3.  The authority citation for part 147 continues to read as follows 




Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.



PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  Revising part 147  by adding new  §147.108 to read as follows:,


§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in §144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


5.  Revising part 147  by adding new §147.126, §147.128, §147.132, and §147.138 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans
 (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2)  For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. (i)   A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact [the plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.







�OMB: For informational purposes: Do the Departments plan to issue future guidance/regulations for 2014? 







Dept Response: While these rules are self-implementing for individuals over age 19 by 2014, at this point in time, we intend to amend the old preex rules for consistency with these rules for 2014.



�OMB: How would these rules treat the circumstances where individuals are charged extremely high premiums to obtain coverage for preexisting conditions?







Dept Response:  This rule does not address it; however, other provisions in the PHS Act do.



�OMB: In the case of a stand-alone HRA that covers active employees, does the HRA have to meet the restricted annual limit requirements of Sec. 2711?  If so, please note here.







Dept Response:  See inserted language.  interim fihe Departments plan to issue future guidance/regulations for 2014?�����������������������������



�OMB: In cross referencing Sec. 1302 regarding annual limits on “essential health benefits,” and allowing plans to impose limits within the boundaries of good faith, reasonable effort, the regulation appears to allow some leeway to plans to continue imposing such limits even after the benefits in Sec. 1302 are fully specified and defined by subsequent regulation. 







Dept Response: See inserted language.







OMB: What mechanisms exist to ensure that plans comply with the current set of patient protection regulations – including annual limits – once other regulations (such as the definition of annual limits) on which they are contingent are defined?







Dept Response: We discussed this orally.







OMB: Have the departments considered denying qualification for the exchange or other measures of enforcement for plans that do not bring themselves into alignment when subsequent rules specify the current regulations?







Dept Response: We discussed this orally.



�OMB: Would like to understand better how the Departments will enforce this provision prior to publication of a definition for essential health benefits.  Could a plan be retroactively cited for violating section 2711 if  a benefit it places a limit on is later determined to be an essential health benefit? The rule could been seen to imply that anything that is later determined to be essential and was not treated as such will cause the plan to be cited for violation of the rules on restricted annual limits.







Dept Response: We made some edits to the language and discussed this orally.



�OMB: The allowance for an HHS program permitting exceptions to annual limit restrictions in the case of potentially higher premiums or denials of access appears to allow for some scope for plans to escape the purpose of the regulation. Could HHS provide clarification on how this program would define a “significant decrease” in access or a “significant increase” in premiums that would trigger the aforementioned exceptions? Also, is the Department planning to issue regulations to establish the program?







Dept Response: Guidance will be issued in the future.  We do not know what form this guidance will take, but we will be happy to stay in touch with OMB regarding this process.



�OMB: Is there is a word missing here?







Dept Response: We added language.



�OMB: Suggest providing additional clarity on what the Departments would consider fraud and/or intentional misrepresentation.  Additional clarity in the reg text and/or examples could be useful.







Dept Response:  While we do not attempt to define fraud in these regulations, see inserted language.



�OMB: Suggest clarifying that this only applies if the policy is standard.   For instance, if a company rescinds coverage to someone with a pre-existing condition due to untimely payment (by say, a month) but the usual standard is two months, then that still counts as a rescission because that constitutes unequal treatment. 







Dept Response: We discussed this orally.



�OMB: Is there a system in place for the departments to become aware of this? Will there be any oversight of whether insurance plan’s decisions on fraud and misrepresentation are overly broad?







Dept Response: We discussed this orally.



�OMB: Given the decline in primary care providers, we suggest clarifying that it would be okay to designate an internist as your primary provider?  We understand this practice to be common in many areas.







Dept Response: This suggestion to require plans to allow designation of an internist exceeds statutory authority.  Accordingly, this is a plan design issue.



�OMB: �In order to avoid exceedingly high reimbursement for out-of-network emergency services, have the departments considered applying similar methods as used in No. (1) (the median reimbursement to in-network providers) to the calculation of reimbursement amounts in Nos. (2) (usual, customary, and reasonable charges) and (3) (Medicare reimbursement); i.e. applying some method (such as taking the median or a certain percentile) to avoid excessive outliers in reimbursement in one or the other of these categories? 







Dept Response: Items 2 and 3 always result in one amount – so there would not be outliers here that would require a median.



�OMB: �Suggest further clarifying in the preamble how the anti-abuse provision functions, given the permissibility of imposing other cost-sharing requirements such as deductibles or out of pocket maximums.







Dept Response: This is discussed later in the paragraph.



�OMB: �Suggest adding a sentence acknowledging possible impact in inducing plans to raise their out-of-network costs generally.  







Dept Response: We discussed this orally.



�OMB: �Suggest that the agencies’ quote the relevant language demonstrating specific authority for bypassing the APA.







Dept Response: The relevant language is in the first paragraph (immediately above).  We did not quote directly here because the language is slightly different in each of the three statutes (although not in any substantive way), and repeating it three times would seem cumbersome and redundant.



�OMB (original comment A60): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A61): �Should this be here or HHS only? It’s not in the Labor reg text.







Dept Response: The language has been deleted.



�OMB (original comment A62): �What is a contestability period? How does it relate to this provision?







Dept Response: We discussed this orally.



�OMB (original comment A63): �Applicable here, or HHS only?







Dept Response: The language has been deleted.



�OMB (original comment A64): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A65): Example in IRS includes “and applicable regulations” here.  Do these need to be consistent?







Dept Response: We made changes to make these examples consistent.



��OMB (original comment A66): Should 146.111(a)(2), which allows group plans to impose certain pre-existing condition exclusions, also be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A67): Recommend that this suggestion for clarity be included in all 3 reg text sections.







Dept Response: We made revisions to address this comment.



�OMB (original comment A68): Do the Departments have any concern that a  plan could use dramatic variation of emergency services coinsurance rates based on prior notification as a way around the prohibition of prior authorization for emergency services?







Dept Response: We discussed this orally.
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.
  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that regulations under section 1302(b) of the Affordable Care Act have not yet been issued.
  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”..
  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert relevant section of the RIA] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  At the same time, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  
Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act 
provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact
.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set in the PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.
  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  
Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  



For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  
Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.



In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  
However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group
 health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period 
that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group
 health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows
:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part
.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight



45 CFR Subtitle A


For the reasons stated in the preamble, the department of Health and Human Services amends 45 CFR 144 as follows:



PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE



1.  The authority citation for part 144 continues to read as follows:



 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*


Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods






2.  Section 146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS




3.  The authority citation for part 147 continues to read as follows 




Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.






4.  Add   §147.108 to part 147 to read as follows
:






§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in §144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


5.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans
 (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).



6.  Add §147.128 to part 147 to read as follows:



§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2)  For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).




7.  Add §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. (i)   A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact [the plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.







�OMB: For informational purposes: Do the Departments plan to issue future guidance/regulations for 2014? 







Dept Response: While these rules are self-implementing for individuals over age 19 by 2014, at this point in time, we intend to amend the old preex rules for consistency with these rules for 2014.



�OMB: How would these rules treat the circumstances where individuals are charged extremely high premiums to obtain coverage for preexisting conditions?







Dept Response:  This rule does not address it; however, other provisions in the PHS Act do.



�OMB: In the case of a stand-alone HRA that covers active employees, does the HRA have to meet the restricted annual limit requirements of Sec. 2711?  If so, please note here.







Dept Response:  See inserted language.  interim fihe Departments plan to issue future guidance/regulations for 2014?�����������������������������



�OMB: In cross referencing Sec. 1302 regarding annual limits on “essential health benefits,” and allowing plans to impose limits within the boundaries of good faith, reasonable effort, the regulation appears to allow some leeway to plans to continue imposing such limits even after the benefits in Sec. 1302 are fully specified and defined by subsequent regulation. 







Dept Response: See inserted language.







OMB: What mechanisms exist to ensure that plans comply with the current set of patient protection regulations – including annual limits – once other regulations (such as the definition of annual limits) on which they are contingent are defined?







Dept Response: We discussed this orally.







OMB: Have the departments considered denying qualification for the exchange or other measures of enforcement for plans that do not bring themselves into alignment when subsequent rules specify the current regulations?







Dept Response: We discussed this orally.



�OMB: Would like to understand better how the Departments will enforce this provision prior to publication of a definition for essential health benefits.  Could a plan be retroactively cited for violating section 2711 if  a benefit it places a limit on is later determined to be an essential health benefit? The rule could been seen to imply that anything that is later determined to be essential and was not treated as such will cause the plan to be cited for violation of the rules on restricted annual limits.







Dept Response: We made some edits to the language and discussed this orally.



�OMB: The allowance for an HHS program permitting exceptions to annual limit restrictions in the case of potentially higher premiums or denials of access appears to allow for some scope for plans to escape the purpose of the regulation. Could HHS provide clarification on how this program would define a “significant decrease” in access or a “significant increase” in premiums that would trigger the aforementioned exceptions? Also, is the Department planning to issue regulations to establish the program?







Dept Response: Guidance will be issued in the future.  We do not know what form this guidance will take, but we will be happy to stay in touch with OMB regarding this process.



�OMB: Is there is a word missing here?







Dept Response: We added language.



�OMB: Suggest providing additional clarity on what the Departments would consider fraud and/or intentional misrepresentation.  Additional clarity in the reg text and/or examples could be useful.







Dept Response:  While we do not attempt to define fraud in these regulations, see inserted language.



�OMB: Suggest clarifying that this only applies if the policy is standard.   For instance, if a company rescinds coverage to someone with a pre-existing condition due to untimely payment (by say, a month) but the usual standard is two months, then that still counts as a rescission because that constitutes unequal treatment. 







Dept Response: We discussed this orally.



�OMB: Is there a system in place for the departments to become aware of this? Will there be any oversight of whether insurance plan’s decisions on fraud and misrepresentation are overly broad?







Dept Response: We discussed this orally.



�OMB: Given the decline in primary care providers, we suggest clarifying that it would be okay to designate an internist as your primary provider?  We understand this practice to be common in many areas.







Dept Response: This suggestion to require plans to allow designation of an internist exceeds statutory authority.  Accordingly, this is a plan design issue.



�OMB: �In order to avoid exceedingly high reimbursement for out-of-network emergency services, have the departments considered applying similar methods as used in No. (1) (the median reimbursement to in-network providers) to the calculation of reimbursement amounts in Nos. (2) (usual, customary, and reasonable charges) and (3) (Medicare reimbursement); i.e. applying some method (such as taking the median or a certain percentile) to avoid excessive outliers in reimbursement in one or the other of these categories? 







Dept Response: Items 2 and 3 always result in one amount – so there would not be outliers here that would require a median.



�OMB: �Suggest further clarifying in the preamble how the anti-abuse provision functions, given the permissibility of imposing other cost-sharing requirements such as deductibles or out of pocket maximums.







Dept Response: This is discussed later in the paragraph.



�OMB: �Suggest adding a sentence acknowledging possible impact in inducing plans to raise their out-of-network costs generally.  







Dept Response: We discussed this orally.



�OMB: �Suggest that the agencies’ quote the relevant language demonstrating specific authority for bypassing the APA.







Dept Response: The relevant language is in the first paragraph (immediately above).  We did not quote directly here because the language is slightly different in each of the three statutes (although not in any substantive way), and repeating it three times would seem cumbersome and redundant.



�OMB (original comment A60): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A61): �Should this be here or HHS only? It’s not in the Labor reg text.







Dept Response: The language has been deleted.



�OMB (original comment A62): �What is a contestability period? How does it relate to this provision?







Dept Response: We discussed this orally.



�OMB (original comment A63): �Applicable here, or HHS only?







Dept Response: The language has been deleted.



�OMB (original comment A64): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A65): Example in IRS includes “and applicable regulations” here.  Do these need to be consistent?







Dept Response: We made changes to make these examples consistent.



��OMB (original comment A66): Should 146.111(a)(2), which allows group plans to impose certain pre-existing condition exclusions, also be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�Add an instruction for each section that you are adding.



�OMB (original comment A67): Recommend that this suggestion for clarity be included in all 3 reg text sections.







Dept Response: We made revisions to address this comment.



�OMB (original comment A68): Do the Departments have any concern that a  plan could use dramatic variation of emergency services coinsurance rates based on prior notification as a way around the prohibition of prior authorization for emergency services?







Dept Response: We discussed this orally.







PAGE  


87










4 pack reg text

		From

		Shaw, Adam (CMS/CM)

		To

		Mayhew, James A. (CMS/CPC)

		Recipients

		James.Mayhew@cms.hhs.gov







Jim:




Pls. consider making following changes
to reg. text. 




1.       Page
178 of reg. text. Add “Section” as shown




“Part 146 is amended as
follows:




			Section
      146.111(a)(1)(i)
     is revised to read as follows[A1] :
     ***”







 




2.     
Page 180 of reg. text. Add “of this Part”
as shown




 




“(3) Applicability to grandfathered health
plans.  See § 147.140 of this Part …”




 




 




3.     
Pages 195 -6 – please make changes shown. The model
notices only address group coverage because they say plan administrator and
only group plans have a plan administrator:




 




“(A) For
plans and issuers that require or allow for the designation of primary care providers
by participants, beneficiaries, or enrollees, insert:




 




Because [name
of group health plan or health insurance issuer] generally [requires/allows] the
designation of a primary care provider, you have the right to designate any
primary care provider who participates in our network and who is available to
accept you or your family members.  [If the plan or health insurance coverage
designates a primary care provider automatically, insert: Until you make this
designation, [name of group health plan or health insurance issuer] designates
one for you.]  For information on how to select a primary care provider, and
for a list of the participating primary care providers, contact the plan
administrator at [insert contact information].  If you have individual
coverage, contact the issuer at [insert contact information].  




SAME CHANGE
NEEDED FOR OTHER NOTICE in (C)






on same
page







 




 (C) For plans and issuers that provide coverage for obstetrical
or gynecological care *** 




  




Adam
M. Shaw 

Senior
Technical Adviser 

Centers for
Medicare and Medicaid Services 

Division of
Private Health Insurance

7500 Security
Boulevard 

Mail Stop
C2-12-16 

Baltimore, MD
21244 

(410) 786-1091


(410) 786-8001
(fax) 

adam.shaw@cms.hhs.gov





 


















 [A1]
















Fw: Draft Passback:  Consumer Protection IFR

		From

		Turner, Amy - EBSA

		To

		Mayhew, James A. (CMS/CPC); Corrigan, Dara (HHS/OHR)

		Recipients

		James.Mayhew@cms.hhs.gov; Dara.Corrigan@hhs.gov






---------------

  Sent via Blackberry





From: Aguilar, Brenda <Brenda_Aguilar@omb.eop.gov>

To: Aguilar, Brenda <Brenda_Aguilar@omb.eop.gov>; Cantwell, Kathleen (HHS) <kathleen.cantwell@hhs.gov>

Cc: Maguire, Daniel - EBSA; Turner, Amy - EBSA; Cosby, Chris - EBSA; Piacentini, Joseph - EBSA; Butikofer, James - EBSA; Mark.Iwry@do.treas.gov <Mark.Iwry@do.treas.gov>; George.Bostick@do.treas.gov <George.Bostick@do.treas.gov>; Weinheimer Russell E <Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV>; Widge, Alicia T. <Alicia_T._Widge@omb.eop.gov>; Fitzpatrick, Mary E. <Mary_E._Fitzpatrick@omb.eop.gov>; Malanoski, Margaret A. <Margaret_A._Malanoski@omb.eop.gov>; Helen.Morrison@do.treas.gov <Helen.Morrison@do.treas.gov>; Seshamani, Meena (HHS/ASPE) <Meena.Seshamani@hhs.gov>; Kronick, Richard (HHS/ASPE/HP) <Richard.Kronick@hhs.gov>; Sheingold, Steven (HHS/ASPE) <Steven.Sheingold@HHS.GOV>

Sent: Fri Jun 18 12:17:51 2010
Subject: RE: Draft Passback:  Consumer Protection IFR








All –  Using this as a general check in and follow-up.





 




1.      
Thanks so much for the responses to our comments on the
NonRIA portions of the rule.  Everyone was generally pleased with the changes
(and even the non changes.)  We did have one issue that we wanted to ask you
all to explore further.  We understand the time constraint and therefore if the
3 Departments are not comfortable with the suggestion, or believe that there is
not sufficient time to develop consensus on it, we understand and it will not
hold up our concluding review.  It can be found at the bottom of the email.




2.      
We are also pleased with the portions of the RIA
changes that we have seen.  We find the responses reasonable and helpful and
are unlikely to have further comment (hedging only because we still have parts
missing and would like confirmation from the Departments that they are ok with
our suggestions to the accounting statement/summary table.)




3.      
Checking in to see if you have any questions or
concerns with the mortality discussion/insert that we provided this morning. 
Would be great if we could put that issue to bed now.




4.      
Quantitative benefit discussion.  Understand that CEA
has provided material.  Wondering what the Departments’ reaction is to it
and the status of the revised summary benefits discussion.




5.      
Statement of need.  We are anxious to see this and
would be happy to review separately.  Should be straightforward and another
issue that could be quickly put to bed.




 




Please advise right away with any updates and
especially concerns.  And let me know if I got anything wrong or left something
out.




 




Thanks,




Brenda




 




Non RIA Suggestion:  In reference to comment b8 on
p. 18 of non-RIA “Pkg of 4 Overview and Reg Text” document




 




This rescission prevention rule aims to prevent unjustified
rescissions such as those stemming from clerical errors (e.g. typos for
someone’s weight), errors created by other agents handling the form, or
good faith mistakes by the patient.  The current language aims to prevent
these forms of unjustified rescissions by limiting rescissions to cases of
“fraud” and “intentional misrepresentation of material
fact.”  However, the addition of “intentional” and
“material fact” may not fully succeed in preventing unjustified
rescissions.  Under the current phrasing of the rule, it will still be
relatively easy for insurers to legally justify continuing many rescission
practices, as many patient omissions on forms can be shown to be
“intentional” in the sense that they were omitted with the
patient’s knowledge, even if there was no purpose on the part of
the patient to mislead the insurer.  In order to prevent such
“gap” cases where rescissions are unjustified, but still would be
permitted under the proposed rule, we suggest rephrasing the preamble and the
regulatory text as outlined below.  These suggestions aim to ensure that
good faith errors by patients do not lead to unjustified rescissions, narrowing
the scope of permissible rescissions to cases where the patient purposively
misleads the insurer in bad faith.   




 




 Suggested Alternative 1: 




 




Suggest refining current description of “fraud or
intentional misrepresentation of material fact” in preamble and
regulatory text in order to ensure sufficiently clarity to achieve the intended
benefits of the rule. 




·        
P. 18, last full sentence: rephrase (change in
bold)




o  
“Under the statute and these interim final
regulations, a group health plan, or a health insurance issuer offering group
or individual health insurance coverage, must not rescind coverage except in
the case of fraud or a bad faith misrepresentation of material fact intended
to obscure information about the condition(s) for which the patient seeks
treatment.”




o  
Make parallel change to the same phrase in
regulatory text on p. 49, p. 74, p. 98: (change/addition in bold)




§  …unless
the individual (or a person seeking coverage on behalf of the individual)
performs an act, practice, or omission that constitutes fraud, or unless the
individual makes a bad faith misrepresentation of material fact intended to
obscure information about the condition(s) for which the patient seeks
treatment, or intended to violate prohibitions in the terms of the plan or
coverage.”




 




·        
P. 18, after last full sentence, add the
following:




o  
“These interim final regulations therefore
understand bad faith intentional misrepresentation of material fact to exclude
cases of clerical errors on patient forms, errors caused by other agents
handling the form, or omissions resulting from good faith errors or
misunderstandings by the patient.” 




 




Suggested Alternative 2: 




 




·        
P. 18, last full sentence: rephrase (change in
bold)




o  
“Under the statute and these interim final
regulations, a group health plan, or a health insurance issuer offering group
or individual health insurance coverage, must not rescind coverage except in
the case of fraud or a bad faith, intentional misrepresentation of
material fact”




o  
Make parallel change to the same phrase in
regulatory text on p. 49, p. 74, p. 98: (insertions in bold)




§  …unless
the individual (or a person seeking coverage on behalf of the individual)
performs an act, practice, or omission that constitutes fraud, or unless the
individual makes a bad faith and intentional misrepresentation of
material fact that is prohibited by the terms of the plan or
coverage.”




 




·        
P. 18, after last full sentence, add the
following:




o  
“These interim final regulations therefore
understand bad faith intentional misrepresentation of material fact to exclude
cases of clerical errors on patient forms, errors caused by other agents handling
the form, or omissions resulting from good faith errors or misunderstandings by
the patient.” 




 




 




 








From: Aguilar, Brenda 

Sent: Friday, June 18, 2010 9:42 AM

To: Aguilar, Brenda; 'Cantwell, Kathleen (HHS)'

Cc: 'Maguire.Daniel@dol.gov'; 'Turner, Amy - EBSA'; 'Cosby, Chris -
EBSA'; 'Piacentini.Joseph@dol.gov'; 'butikofer.james@dol.gov';
'Mark.Iwry@do.treas.gov'; 'George.Bostick@do.treas.gov'; 'Weinheimer Russell
E'; Widge, Alicia T.; Fitzpatrick, Mary E.; Malanoski, Margaret A.; 'Helen.Morrison@do.treas.gov';
Seshamani, Meena (HHS/ASPE); Kronick, Richard (HHS/ASPE/HP); Sheingold, Steven
(HHS/ASPE)

Subject: RE: Draft Passback: Consumer Protection IFR










 




All –




 




Please see attached for the
Departments’ consideration is suggested language on the potential
mortality benefits of the rulemaking.  Please use and adapt as you see fit
and let us know if you have questions or wish to discuss.




 




Thanks,




Brenda




 








From: Aguilar, Brenda 

Sent: Thursday, June 17, 2010 7:02 PM

To: Aguilar, Brenda; 'Cantwell, Kathleen (HHS)'

Cc: 'Maguire.Daniel@dol.gov'; 'Turner, Amy - EBSA'; 'Cosby, Chris -
EBSA'; 'Piacentini.Joseph@dol.gov'; 'butikofer.james@dol.gov';
'Mark.Iwry@do.treas.gov'; 'George.Bostick@do.treas.gov'; 'Weinheimer Russell
E'; Widge, Alicia T.; Fitzpatrick, Mary E.; Malanoski, Margaret A.

Subject: RE: Draft Passback: Consumer Protection IFR










 




All – per our earlier
discussion, please see attached for our suggestions to revise the summary
cost/benefit table. 




 




Thanks so much for all your
help.  Please let us know if you have questions and feel free to tweak.




 




Brenda




 








From: Aguilar, Brenda 

Sent: Thursday, June 17, 2010 10:52 AM

To: Cantwell, Kathleen (HHS)

Cc: Maguire.Daniel@dol.gov; Turner, Amy - EBSA; Cosby, Chris - EBSA;
Piacentini.Joseph@dol.gov; butikofer.james@dol.gov; Mark.Iwry@do.treas.gov;
George.Bostick@do.treas.gov; Weinheimer Russell E

Subject: Draft Passback: Consumer Protection IFR










 




HHS/DOL/Treasury Colleagues –




 




Please see below and attached for EOP comments on the draft
Consumer Protection Interim Final Rule for your consideration. You will find
that generally, the comments suggest areas where we believe the document would
benefit from additional clarity, supporting rationale, and stronger analytic
basis. Where possible, we’ve tried to provide suggestions for how to
address the issues raised. We also included a few relatively straightforward
suggestions on the combined effects discussion.




 




Please do what is feasible given the date and in the time we
have. We are optimistic that the comments can be largely addressed in that
time.  To assist the Departments as they work to provide the additional
quantification requested in the passback, EOP has provided several tables and
worksheets.  We note that a citation is pending for VSL and we will update
with that shortly.




 




We look forward to discussing with you all at today’s
2:00 conference call.  Please advise if you have any questions or concerns
prior to our call.




 




Thanks,




Brenda




 




General Concerns




 




1.      
We suggest that the Departments include additional
quantitative information on the costs and benefits of the regulation, to the
extent feasible given the time constraint.  We made suggestions throughout
the document that we hope will assist in this regard.




2.      
We suggest emphasizing “distributive
impacts” and “equity,” which should be considered by agencies
under EO 12866. For example, the preexisting condition provisions are designed
to help people who suffer from serious illnesses and are  intended to
prevent inequity. The ban on annual limits has similar motivations. These count
as benefits even if they cannot be monetized. We offer some language in the
attached for consideration. 




3.      We suggest that the Departments
include more discussion of how the premium effects were calculated? (e.g.
additional explanation of the methodology used in this section and whether the
premium effects include reduction in the “hidden tax” of providing
health care to people who lack adequate insurance?  Again, we have
comments imbedded in the text.




4.      Increases in premiums may cause
healthy people to drop coverage.  Suggest that the regulation take this
factor into account when calculating the effect of the regulations on the
amount of uncompensated care, etc.? 










RE: UPDATE - Status  Hi-Five

		From

		Parham, William N. (CMS/OEORA)

		To

		'Turner, Amy - EBSA'; Mayhew, James A. (CMS/CPC); Cantwell, Kathleen (HHS); 'Cosby, Chris - EBSA'

		Cc

		Jones, Martique S. (CMS/OSORA); Parker, Lisa M. (CMS/OCSQ); Parham, William N. (CMS/OEORA)

		Recipients

		Turner.Amy@dol.gov; James.Mayhew@cms.hhs.gov; kathleen.cantwell@hhs.gov; Cosby.Chris@dol.gov; Martique.Jones@cms.hhs.gov; Lisa.Parker@cms.hhs.gov; WILLIAM.PARHAM@cms.hhs.gov







Hello Jim,




 




Attached are some minor edits that need to be addressed before
the next draft is circulated.




 




1.  P. 78 – I removed the information for submitting comments
as it was listed twice.




2.  P. 80 - There was a type in the number of responses. It
read 565,000. The correct number is 56,500.




3.  P. 83 – The incorrect file code was listed in the
instructions for submitting public comments.




 




 




 








From: Jones, Martique S.
(CMS/OSORA) 

Sent: Friday, June 18, 2010 11:13 AM

To: PARHAM, WILLIAM N. (CMS/OSORA)

Subject: FW: Status Hi-Five










 




Please check to see if this effects the PRA.  Thanks




 






Martique S. Jones




Director, Div. of Regulation Development/ PRA Team Lead




Office of Strategic Operations and Regulatory Affairs




Centers for Medicare & Medicaid Services




410-786-4674




Martique.Jones@cms.hhs.gov







 










From: Mayhew, James A.
(CMS/CPC) 

Sent: Friday, June 18, 2010 10:49 AM

To: Parker, Lisa M. (CMS/OSORA); Jones, Martique S. (CMS/OSORA)

Subject: FW: Status










 




Here’s the latest- may be subject to further changes.




 










From: Turner, Amy - EBSA
[mailto:Turner.Amy@dol.gov] 

Sent: Friday, June 18, 2010 8:21 AM

To: Corrigan, Dara (HHS/ASPE); Mayhew, James A. (CMS/CPC); Kosin, Donald
(HHS/OGC); REWeinheim@aol.com; Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV;
kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov;
Schumacher, Elizabeth - EBSA

Cc: Baum, Beth - EBSA

Subject: FW: Status










 




here is the combined RIA




 












From: Cantwell, Kathleen (HHS)
[mailto:kathleen.cantwell@hhs.gov] 

Sent: Friday, June 18, 2010 8:14 AM

To: Baum, Beth - EBSA; Turner, Amy - EBSA

Subject: FW: Status




Combined
document.





-----Original Message-----

From: Seshamani, Meena (HHS/ASPE)

Sent: Fri 6/18/2010 8:11 AM

To: Kronick, Richard (HHS/ASPE/HP); 'Aguilar, Brenda'; Cantwell, Kathleen
(HHS); 'Piacentini.Joseph@dol.gov'; 'Cosby.Chris@dol.gov'

Cc: Sheingold, Steven (HHS/ASPE)

Subject: RE: Status



Hi Brenda,



Here are our responses to date. To help with version control, I am only
attaching the RIA and PRA here. While we have not edited the last section
(which is now section 5 because the nondiscrimination regulation has been
removed), I just plopped in the working document from yesterday, for further
discussion on the 8:30 call. Again, this is for version control so from here on,
the latest version of that section will be edited as part of the main document.



There were a few HHS comments that got incorporated, and those are generally
flagged where substantive - and everything is in track changes besides.



Caveats that Rick mentioned below still hold.



Thanks to everyone and talk to you in just a little bit.



Meena



Meena Seshamani, MD, PhD

Deputy Director

Office of Health Reform

Dept of Health and Human Services

-----Original Message-----

From: Kronick, Richard (HHS/ASPE/HP)

Sent: Friday, June 18, 2010 6:20 AM

To: Aguilar, Brenda; Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov;
Cosby.Chris@dol.gov

Cc: Sheingold, Steven (HHS/ASPE); Seshamani, Meena (HHS/ASPE)

Subject: RE: Status



Brenda,

Attached are responses to your passback on the RIA.



A few caveats:



1) the requested material on the need for regulatory action will be added later
this morning

2) as we discussed yesterday, we have not edited the accounting table; I think
that your office volunteered to take a crack at editing that material

3) there is still a minor tweak in the PRA needed

4) we have not yet edited the summary section 6 (which, as you know, came in a
separate document yesterday).  We'll be talking with you and EOP about
this at 8:30 this morning, and I'm sure that further direction will come out of
that call.

5) with bleary eyes and tight timing, all of us need to do an additional
review, but I don't anticipate much by way of further changes (other than in
Sectio 6)

6) we still need to do a better job of formatting the tables



Many thanks,

Rick (and everyone else)





-----Original Message-----

From: Aguilar, Brenda [mailto:Brenda_Aguilar@omb.eop.gov]

Sent: Fri 6/18/2010 5:30 AM

To: Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov; Cosby.Chris@dol.gov;
Kronick, Richard (HHS/ASPE/HP)

Subject: Re: Status



Any word on status - when will we get something?



________________________________



From: Aguilar, Brenda

To: 'Cantwell, Kathleen (HHS)' <kathleen.cantwell@hhs.gov>;
Piacentini.Joseph@dol.gov <Piacentini.Joseph@dol.gov>; 'Cosby, Chris -
EBSA' <Cosby.Chris@dol.gov>; Kronick, Richard (HHS/ASPE/HP)
<Richard.Kronick@hhs.gov>

Sent: Thu Jun 17 22:41:41 2010

Subject: Status







Checking in with a nonrandom sample of folks to see what the ETA of the
revisions is likely to be.  Afraid if I snooze I'll lose.







Thanks,



Brenda



















Pkg of 4 Omnibus RIA and PRA 6 18 10(bp-1141AM).docx

Pkg of 4 Omnibus RIA and PRA 6 18 10(bp-1141AM).docx

IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). [footnoteRef:1]  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.[footnoteRef:2]    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act. [1:  PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  ]  [2:  Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.] 



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services


	Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.





			TABLE 1.--Accounting Table	Comment by Author: Suggest including in this table the estimated premium impact indicated in Section 6 (pp. 97-98)	Comment by Author: Suggest that this table provide further clarification on the mechanism by which wealth is transferred between individuals in a coverage group, namely that insurers would charge slightly higher rates to afford higher expected claims and reimbursement, which would be borne by an entire risk pool as higher premiums, while only certain individuals (generally those who are less healthy, who would have been affected by pre-existing conditions, annual limits, or rescissions) receive added benefits, thus transferring wealth. 

Additionally, it does not appear that the $4.9 million estimate on table 1 can be replicated.  Suggest that additional discussion be provided around how the Departments got to this number.	Comment by Author: OMB to supply suggested language for this table. 


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013[footnoteRef:3] [3:  The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.] 






			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








  


1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA[footnoteRef:4] rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.    [4:  HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). ] 



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  	Comment by Author: Do the Departments plan to analyze the effect in 2014 in later guidance/regulation?	Comment by Author: See footnote 17 above. 


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.	Comment by Author: The preamble and reg text do not mention that a pre-existing condition exclusion includes a waiting period, which is mentioned throughout the RIA  Suggest including a waiting period example in the reg text.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.[footnoteRef:5]  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.   [5:  AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf] 



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.[footnoteRef:6]  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  	Comment by Author: Suggest the addition of a footnote citing the source of this data. [6:  These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  ] 



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage


 


The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.[footnoteRef:7]  	Comment by Author: Suggest the addition of a footnote with data to back up this assertion. Perhaps footnote 40 would work here as well.  [7:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  	Comment by Author: Suggest explaining this conclusion further. Would not banning discrimination based on preexisting conditions decrease the price that these parents have to pay, inducing them to take-up coverage?


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.[footnoteRef:8]  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.   [8:  Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. ] 



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.[footnoteRef:9]  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    	Comment by Author: Suggest that the Departments provide additional information on how the take-up rates were derived.  Could the departments take advantage of estimates of take-up rates in response to new offers of coverage and/or subsidies for coverage specified in the CBO’s Microsimulation model to provide a basis for their take-up estimates for children with pre-existing conditions? How would the assumptions specified here match with the CBO’s model, which is widely relied upon in calculating coverage and costs in response to policy changes? See, for example, pp. 22-25 of http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf.  [9:  We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. ] 



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.[footnoteRef:10]    [10:  For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.] 






Table 1.2 Estimated number of uninsured children gaining coverage 


			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000











The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).[footnoteRef:11]  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd. [11:  The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.] 



c. Benefits  


The benefits of PHS Act Section 2704 and these interim final rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.[footnoteRef:12]  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.[footnoteRef:13]  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.[footnoteRef:14] [12:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [13:  Ibid.]  [14:  Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051. ] 



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.[footnoteRef:15]  Insured children are less likely to experience avoidable hospital stays than uninsured children[footnoteRef:16] and, when hospitalized, insured children are at less risk of dying.[footnoteRef:17]  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.[footnoteRef:18]  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.[footnoteRef:19] [15:  Uninsured children are at least 70% more likely than insured children to not receive
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.]  [16:  Ibid.]  [17:  Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf]  [18:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [19:  Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf] 



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.[footnoteRef:20]  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.[footnoteRef:21]  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.[footnoteRef:22]  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.[footnoteRef:23]  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.[footnoteRef:24]  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers. [20:  http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1]  [21:  http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4]  [22:  Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325]  [23:  Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf]  [24:  Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf] 



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.[footnoteRef:25]  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.[footnoteRef:26]  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below.  .	Comment by Author: A summary of the deleted material below comment A31 will be included in the Accounting Table.  [25:  A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf. ]  [26:  A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). ] 






d. Costs and Transfers	Comment by Author: Suggest adding a discussion of the premium impact of eliminating pre-existing condition for kids.  Both AHIP and BCBSA in our meetings with them indicated that this policy will have a premium increasing effect. 	Comment by Author: Premium impact discussion is provided below.  


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.[footnoteRef:27]  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    	Comment by Author: These two sentences seem to contradict one another.  Suggest clarifying. CLARIFY [27:  From the Departments’ analysis of MEPS data.  ] 



As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.[footnoteRef:28]  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.[footnoteRef:29]  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.	Comment by Author: Suggest providing a citation.	Comment by Author: Suggest providing a rationale for this assumption (could be in footnote.)	Comment by Author: HHS comment added here.	Comment by Author: Suggest clarifying that it is a 1 percent increase and explaining briefly how the assumptions above led to this conclusion.  Also recommend the addition of a table showing how the impact varies by type of plan (individual, small group, large group – along the lines of the table on page 62 that makes it easy to understand variation in premium impact.  	Comment by Author: See footnote 43.  Group market was dealt with above.  	Comment by Author: See footnote 42 [28:  The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  ]  [29:  http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7] 



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. [footnoteRef:30]  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.	Comment by Author: Will there be any notification that this is the only way for children to take advantage of the elimination of pre-existing condition restrictions? Is it expected most parents will be aware they need to terminate and re-purchase a policy for their children to be covered?  NO RESPONSE NEEDED, per discussion with OMB [30:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.[footnoteRef:31]  	Comment by Author: Suggest clarifying what type of analysis was done by the Departments (e.g. data used, model constructed, assumptions made.) 	Comment by Author: See added footnote 45.  [31:  The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  ] 



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


  





2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)


a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”[footnoteRef:32]  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  	Comment by Author: Suggest providing a specific reference to the statute. ADD [32:  PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.] 



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.[footnoteRef:33]   [33:  Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). ] 



Table 2.1: Prevalence of Lifetime Limits


			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			


			


			





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			


			


			





			Individual


			


			





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits





There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.[footnoteRef:34]  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.[footnoteRef:35]  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets. [34:  There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.
]  [35:  These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.] 



Table 2.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits








Table 2.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits











It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.[footnoteRef:36]  [36:  To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.
] 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.[footnoteRef:37]  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 	Comment by Author: Please explain what the timeframe is for these benefits to be realized.  [37:  Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.] 






Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.





c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,[footnoteRef:38] which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.[footnoteRef:39]  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.	Comment by Author: Suggest providing a brief explanation of how reducing uncompensated care can actually prevent further premium increases.  Perhaps include reference to the discussion on p. 95.    [38:  An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).]  [39:  See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf] 



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.[footnoteRef:40]  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.[footnoteRef:41]  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees. [40:  Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) ]  [41:  See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.] 



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.	Comment by Author: Summary provided in the accounting table


d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  	Comment by Author: While the number of affected people may be small, they seem likely to be high-cost patients; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  FOOTNOTE


	In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.


	It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.


	Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.





e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people[footnoteRef:42] who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today.  [42:  Numbers calculated from Table 2.4 may differ due to rounding.] 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit	Comment by Author: Would be helpful to include effect of annual/lifetime limit rules on overall premiums. Also table ranges are somewhat surprising.  For a plan that currently has a limit at $250k, increasing that limit to $1.5 million increases premiums by an estimated 6.2-6.4%, whereas increasing it to $2 million increases the premium to 6.2-6.6%.   It is unclear why the lower limits remain constant as we move from $1.5-$2 million?	Comment by Author: Premium estimates are supplied earlier.  A footnote added on rounding.  


			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 


$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2[footnoteRef:43]-6.6% [43:  If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  ] 






			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 





3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).


a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.[footnoteRef:44]  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  	 [44:  Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.] 



PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,[footnoteRef:45] rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   	Comment by Author: HHS had a suggestion of deleting this here, as not appropriate for a RIA.	Comment by Author: Suggest additional explanation: Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.    [45:  Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.] 



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.[footnoteRef:46]  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.[footnoteRef:47]  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.[footnoteRef:48]  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force, or approximately 9,000 rescissions per year.[footnoteRef:49]	Comment by Author: Suggest providing a citation for this statement. [46:  This statement is supported by conversations with industry experts.  ]  [47:  2009 Current Population Survey.]  [48:  Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).]  [49:  NAIC Rescission Data Call, December 17, 2009, p.1.] 



	c. Benefits  


	There are many benefits that flow from this interim final rule, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.[footnoteRef:50]  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.	Comment by Author: Suggest including a reference here. 	Comment by Author: Recommend supporting with data.  	Comment by Author: It is self-evident that people who are rescinded are sicker than average; not aware of any data to support this.  [50:  Hadley (2003); ] 



	Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.[footnoteRef:51]  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.[footnoteRef:52] 	Comment by Author: Preventing rescissions appears to be a fruitful regulation for which to discuss the benefits in terms of reducing financial risk and the chance of bankruptcy, which does not seem to be directly addressed in discussing the benefits of this policy. Do the Departments agree?  [51:  This point is discussed further in the summary section below.  ]  [52:  Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf] 



	This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.[footnoteRef:53]  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.	Comment by Author: Other anecdote has been deleted because of controversy over her testimony. [53:  Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story. ] 



	


d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.	Comment by Author: Number of affected people may be small, but they seem likely to be high-cost patients especially if they are relatively sick; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.   


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.	Comment by Author: HHS comment to reword	Comment by Author: Suggest articulating further the equity considerations underlying this reasoning.  COVERED IN ACCOUNTING TABLE


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.[footnoteRef:54] This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.	Comment by Author: Suggest clarification: Plans will no longer be allowed post-claims underwriting, but may therefore increase pre-claims underwriting?	Comment by Author: This is a bit confusing because aren’t pre-existing condition exclusions narrowed by this rule as described above? Suggest clarifying.   [54:  These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  ] 












4.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.[footnoteRef:55]  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below. [55:  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  ] 



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.





A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,[footnoteRef:56] accounting for more than 32.3 million enrollees,[footnoteRef:57] of whom about 40 percent have their primary care provider serve as a gatekeeper.[footnoteRef:58]  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.[footnoteRef:59] [56:  Kaiser Family Foundation, “Number of HMOs, July 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.]  [57:  Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.]  [58:  See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). ]  [59:  See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at http://ehbs.kff.org/pdf/2009/7936.pdf. ] 



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.[footnoteRef:60]  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.[footnoteRef:61]  As well, studies show that better patient-provider trust results in improved medication adherence.[footnoteRef:62]  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.[footnoteRef:63] Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.[footnoteRef:64]   [60:  See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  ]  [61:  Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).]  [62:  Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).]  [63:  Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  ]  [64:  Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).] 



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.[footnoteRef:65]   [65:  Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).] 



Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.[footnoteRef:66]  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.[footnoteRef:67]  Patients that have a usual source of care tend to also have fewer hospital admissions.[footnoteRef:68]  	Comment by Author: Can we do anything to quantify the relevant benefits?	Comment by Author: Not at this time. [66:  Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).]  [67:  Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”]  [68:  Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” ] 



d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.	Comment by Author: Any estimate? Any ranges?	Comment by Author: Can’t provide anything useful here. 


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.[footnoteRef:69] [69:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.[footnoteRef:70]  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.[footnoteRef:71]  Relatedly, at least two states have laws providing children immediate access to pediatricians.[footnoteRef:72]  [70:  There is no data available to estimate the number of plans that fall into this category.]  [71:  See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.  ]  [72:  For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7.] 



Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.[footnoteRef:73]  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.[footnoteRef:74]  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.[footnoteRef:75]  [73:  Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”]  [74:  “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm.]  [75:  Ibid.] 



Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.


d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.[footnoteRef:76] [76:  http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf] 



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.[footnoteRef:77]  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.   [77:  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.] 



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.[footnoteRef:78]  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.[footnoteRef:79] Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.[footnoteRef:80]  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.	Comment by Author: Suggest it would be helpful to include data on how many women not in HMO/POS plans see only an OB/GYN as their primary care provider and do not routinely have contact with other physicians. If data is available, it would enhance the justification in this section.	Comment by Author: Agree that the information would be useful, but it is not available.  [78:  See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  ]  [79:  See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf. ]  [80:  See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.] 



Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.[footnoteRef:81]  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN. [81:  Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114] 



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.[footnoteRef:82] [82:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.	Comment by Author: Could the benefits also include the additional time that non ob/gyn primary care providers will now have to see other patients?  While there may not be data on this, it would appear that this provision has the potential to reduce wait times for patients to see non-ob/gym primary care providers. For example, a family doctor who used to spend time doing a check-up and prior authorization for a female who would have otherwise gone straight to an ob/gyn, will now have added time in their schedule to see additional patients. Given the general shortages of primary care physicians, this seems like an this could be mentioned as a benefit. 


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.[footnoteRef:83]  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.[footnoteRef:84] [83:  See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.]  [84:  See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.] 



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.





B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  


	2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.


	Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.[footnoteRef:85] While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.[footnoteRef:86]  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller.  [85:  Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  ]  [86:  BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.] 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.


The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.	Comment by Author: While the number of affected people may be small, they may be high-cost patients seeking expensive form of care in emergency rooms; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    





C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.





D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.








5. Combined Effects of the Insurance Market Reforms


a. Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 who would be expected to have costs that exceed a limit over their lifespan.  While precise data on the number of rescissions is limited, the rescissions policy could prevent a number of people with high health care costs from having their coverage revoked.  A report by the House Committee on Oversight and Government Reform[footnoteRef:87] found an average of around 4,000 rescissions per year between 2003 and 2007 for several major private insurers, with a combined national market share of approximately 35 percent.[footnoteRef:88] A plausible estimate for the number of rescissions nationwide in a given year is thus approximately 11,400.[footnoteRef:89] And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [87:  Waxman, H.A. and J. Barton. “Supplemental Information Regarding the Individual Health Insurance Market.” June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. ]  [88:  Austin, D.A., and T.L. Hungerford. “The Market Structure of the Health Insurance Industry.” Congressional Research Service, November 17, 2009. Table 1, p. 10. http://www.fas.org/sgp/crs/misc/R40834.pdf. ]  [89:  Note that this figure may be a substantial underestimate as insurers did not fully report information on all of their subsidiaries in the aforementioned investigation, and may be a substantial overestimate as the investigation focused on the individual market, where rescissions may be more common.] 



	b. Benefits


These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.[footnoteRef:90]  A widely cited report by the Institute of Medicine (IOM),[footnoteRef:91] and a subsequent update by the Urban Institute[footnoteRef:92] build on these type of estimates to calculate excess deaths resulting from uninsurance. Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to prohibiting pre-existing condition exclusions for children – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [90:  See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). ]  [91:  Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1. ]  [92:  Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.  ] 



	A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.[footnoteRef:93]  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.[footnoteRef:94]  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes. [93:  Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.]  [94:  David Himmelstein et al, 2009.] 



	A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.[footnoteRef:95]  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.[footnoteRef:96]  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   [95:  Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).]  [96:  Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).] 



Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which often increase health spending unnecessarily.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”[footnoteRef:97] The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  [97:  Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.] 



Second, on the basis of the economics literature on the subject,[footnoteRef:98] the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care, of which 25 percent would have been passed on as higher premiums to the insured population.  Considering these proportions together suggests that, on average, the premium impacts described in this regulatory impact analysis would be roughly reduced by 15 to 20 percent. [98:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



[EOP Economist approach: for discussion only.  The Departments estimated the fraction of uncompensated care that is passed-through to the private medical sector to arrive at an estimate of the reduction in the “hidden tax” passed on in the form of higher premiums to other Americans with private health insurance.  To calculate its magnitude, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, less ability to reduce demand, and higher health care spending.  These regulations are unlikely to induce as much demand for health care as would be assumed for the uninsured population in general.  As such, it is assumed that half of the cost would have been uncompensated, although we emphasize that there is considerable uncertainty surrounding this estimate.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  On the basis of the economics literature on the subject,[footnoteRef:99] the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  Combined, we estimate roughly $1 billion in premium savings due to uncompensated care reductions in 2013.] [99:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



c. Costs and Transfers	Comment by Author: Recommend changing the  title to “Premium effects”? 	Comment by Author: Suggest that some of this discussion be reflected in the accounting table (Table 1), either numerically or with a qualitative description. 


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have less than a one percent impact on premiums in the individual and group markets.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for this market.  The Departments could not estimate premium effects for the provisions in these interim final regulations relating to rescissions and patient protections.  


It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 





D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services





The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.





E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.





F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:100] The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.   [100:  The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,[footnoteRef:101] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:102]   [101:  The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).]  [102:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:103] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:104]  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [103:  The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [104:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:105]  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000. [105:  While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans[footnoteRef:106].  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.[footnoteRef:107]   [106:  U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 
]  [107:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement





	As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 	In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.[footnoteRef:108]  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:109] Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year. [108:  The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].]  [109:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 


	The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows: 


	Type of Review: New Collection


	Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.


	Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


	OMB Number: 1210-New; 1545-New


	Affected Public: Business or other for-profit; not-for-profit institutions.


	Total Respondents 262,000 (three year average).


	Total Responses: 6,186,000 (three year average).


      	Frequency of Response: 	One time


      	Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).





2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.


	a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:110]  [110:  The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals[footnoteRef:111] covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.[footnoteRef:112]  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,[footnoteRef:113] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:114]   [111:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [112:  The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17.]  [113:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [114:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:115] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:116]  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [115:  The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [116:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:117]  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000. [117:  While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


	Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, OCIIO-9994-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.[footnoteRef:118]  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.[footnoteRef:119]   [118:  NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf]  [119:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490


Responses: 56,500


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 1,100 hours.


	Estimated Total Annual Burden Cost: $27,700.





c. ICR related to Affordable Care Act  Patient Protections Disclosure





	As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.[footnoteRef:120] [120:  The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE]] 



	Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:121]  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement. [121:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



	The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   	


	The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows:


	Type of Review: New collection.


	Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.


	OMB Number: 0938–NEW.


	Affected Public: Business; State, Local, or Tribal Governments.


	Respondents: 10,600.


	Responses: 2,067,000.


	Frequency of Response: One-time.


	Estimated Total Annual Burden Hours: 2,700 hours.


	Estimated Total Annual Burden Cost: $32,000.


	If you comment on any of these information collection requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, OCIIO-9994-IFC4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov





G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 





H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.





I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.













Fw: Status

		From

		Turner, Amy - EBSA

		To

		Corrigan, Dara (HHS/OHR); Mayhew, James A. (CMS/CPC); Kosin, Donald (HHS/OGC); russell.e.weinheimer@irscounsel.treas.gov; REWeinheim@aol.com; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Schumacher, Elizabeth - EBSA

		Cc

		Baum, Beth - EBSA

		Recipients

		Dara.Corrigan@hhs.gov; James.Mayhew@cms.hhs.gov; Donald.Kosin@HHS.GOV; russell.e.weinheimer@irscounsel.treas.gov; REWeinheim@aol.com; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Schumacher.Elizabeth@dol.gov; baum.beth@dol.gov






Apparently the RIA is still developing.  See below and attached.  And the econ folks are having an 8:30 call.  Folks may want to wait before reading this RIA stuff. 



At the same time, I understand from Dara that she has some other HHS comments that came in early this morning.  She thinks the WH could also have additional comments today. 



That's what I know.  Subject to change at any minute, of course.  ;)





---------------

  Sent via Blackberry



----- Original Message -----

From: Cosby, Chris - EBSA

To: Turner, Amy - EBSA

Cc: Piacentini, Joseph - EBSA; Butikofer, James - EBSA

Sent: Fri Jun 18 08:47:56 2010

Subject: FW: Status



 Here it is, Amy. The statement of need wasn't added to this, because Meena and Rick are reviewing.



Chris







-----Original Message-----

From: Seshamani, Meena (HHS/ASPE) [mailto:Meena.Seshamani@hhs.gov]

Sent: Friday, June 18, 2010 8:11 AM

To: Kronick, Richard (HHS/ASPE/HP); Aguilar, Brenda; Cantwell, Kathleen (HHS); Piacentini, Joseph - EBSA; Cosby, Chris - EBSA

Cc: Sheingold, Steven (HHS/ASPE)

Subject: RE: Status



Hi Brenda,



Here are our responses to date. To help with version control, I am only attaching the RIA and PRA here. While we have not edited the last section (which is now section 5 because the nondiscrimination regulation has been removed), I just plopped in the working document from yesterday, for further discussion on the 8:30 call. Again, this is for version control so from here on, the latest version of that section will be edited as part of the main document.



There were a few HHS comments that got incorporated, and those are generally flagged where substantive - and everything is in track changes besides.



Caveats that Rick mentioned below still hold.



Thanks to everyone and talk to you in just a little bit.



Meena



Meena Seshamani, MD, PhD

Deputy Director

Office of Health Reform

Dept of Health and Human Services

-----Original Message-----

From: Kronick, Richard (HHS/ASPE/HP)

Sent: Friday, June 18, 2010 6:20 AM

To: Aguilar, Brenda; Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov; Cosby.Chris@dol.gov

Cc: Sheingold, Steven (HHS/ASPE); Seshamani, Meena (HHS/ASPE)

Subject: RE: Status



Brenda,

Attached are responses to your passback on the RIA.



A few caveats:



1) the requested material on the need for regulatory action will be added later this morning

2) as we discussed yesterday, we have not edited the accounting table; I think that your office volunteered to take a crack at editing that material

3) there is still a minor tweak in the PRA needed

4) we have not yet edited the summary section 6 (which, as you know, came in a separate document yesterday).  We'll be talking with you and EOP about this at 8:30 this morning, and I'm sure that further direction will come out of that call.

5) with bleary eyes and tight timing, all of us need to do an additional review, but I don't anticipate much by way of further changes (other than in Sectio 6)

6) we still need to do a better job of formatting the tables



Many thanks,

Rick (and everyone else)





-----Original Message-----

From: Aguilar, Brenda [mailto:Brenda_Aguilar@omb.eop.gov]

Sent: Fri 6/18/2010 5:30 AM

To: Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov;

Cosby.Chris@dol.gov; Kronick, Richard (HHS/ASPE/HP)

Subject: Re: Status



Any word on status - when will we get something?



________________________________



From: Aguilar, Brenda

To: 'Cantwell, Kathleen (HHS)' <kathleen.cantwell@hhs.gov>;

Piacentini.Joseph@dol.gov <Piacentini.Joseph@dol.gov>; 'Cosby, Chris -

EBSA' <Cosby.Chris@dol.gov>; Kronick, Richard (HHS/ASPE/HP)

<Richard.Kronick@hhs.gov>

Sent: Thu Jun 17 22:41:41 2010

Subject: Status







Checking in with a nonrandom sample of folks to see what the ETA of the

revisions is likely to be.  Afraid if I snooze I'll lose.







Thanks,



Brenda
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IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). [footnoteRef:2]  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.[footnoteRef:3]    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act. [2:  PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  ]  [3:  Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.] 



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, tThey have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services


	Under Executive Order 12866 (58 FR 51735), the Departments must determine whether a regulatory action is “significant” regulatory actions areand therefore subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that these this rules is are significant within the meaning of section 3(f)(1) of the Executive Order, because they it isare likely to have an annual effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.





			TABLE 1.--Accounting Table	Comment by Author: Suggest including in this table the estimated premium impact indicated in Section 6 (pp. 97-98)	Comment by Author: Suggest that this table provide further clarification on the mechanism by which wealth is transferred between individuals in a coverage group, namely that insurers would charge slightly higher rates to afford higher expected claims and reimbursement, which would be borne by an entire risk pool as higher premiums, while only certain individuals (generally those who are less healthy, who would have been affected by pre-existing conditions, annual limits, or rescissions) receive added benefits, thus transferring wealth. 

Additionally, it does not appear that the $4.9 million estimate on table 1 can be replicated.  Suggest that additional discussion be provided around how the Departments got to this number.	Comment by Author: OMB to supply suggested language for this table. 


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013[footnoteRef:4] [4:  The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.] 






			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








  


1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA[footnoteRef:5] rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.    [5:  HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). ] 



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the number of individuals affected bylikely effects of these interim final regulations.  Beginning with the population of individuals age 0-189, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  	Comment by Author: Do the Departments plan to analyze the effect in 2014 in later guidance/regulation?	Comment by Author: See footnote 17 above. 


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to 2010 to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a waiting period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.	Comment by Author: The preamble and reg text do not mention that a pre-existing condition exclusion includes a waiting period, which is mentioned throughout the RIA  Suggest including a waiting period example in the reg text.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.[footnoteRef:6]  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.   [6:  AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf] 



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.[footnoteRef:7]  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  	Comment by Author: Suggest the addition of a footnote citing the source of this data. [7:  These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  ] 



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010





			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


 


The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.[footnoteRef:8]  	Comment by Author: Suggest the addition of a footnote with data to back up this assertion. Perhaps footnote 40 would work here as well.  [8:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a waiting pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a waiting period, making coverage desirable.  Such children may be affected by this provision.  	Comment by Author: Suggest explaining this conclusion further. Would not banning discrimination based on preexisting conditions decrease the price that these parents have to pay, inducing them to take-up coverage?


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.[footnoteRef:9]  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.   [9:  Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. ] 



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.[footnoteRef:10]  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    	Comment by Author: Suggest that the Departments provide additional information on how the take-up rates were derived.  Could the departments take advantage of estimates of take-up rates in response to new offers of coverage and/or subsidies for coverage specified in the CBO’s Microsimulation model to provide a basis for their take-up estimates for children with pre-existing conditions? How would the assumptions specified here match with the CBO’s model, which is widely relied upon in calculating coverage and costs in response to policy changes? See, for example, pp. 22-25 of http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf.  [10:  We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. ] 



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small number proportion gaining group coverage.[footnoteRef:11]    [11:  For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.] 






Table 1.2 Estimated number of uninsured children gaining coverage 





			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000











The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a waiting period during which coverage for a pre-existing condition is excludedrequirement).[footnoteRef:12]  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd. [12:  The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.] 



c. Benefits  


The benefits of PHS Act Section 2704 and these interim final rules are expected to farto outweigh the costs to the regulated communityamply justify the costs..  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.[footnoteRef:13]  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.[footnoteRef:14]  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.[footnoteRef:15] [13:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [14:  Ibid.]  [15:  Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051. ] 



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.[footnoteRef:16]  Insured children are less likely to experience avoidable hospital stays than uninsured children[footnoteRef:17] and, when hospitalized, insured children are at less risk of dying.[footnoteRef:18]  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.[footnoteRef:19]  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.[footnoteRef:20] [16:  Uninsured children are at least 70% more likely than insured children to not receive
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.]  [17:  Ibid.]  [18:  Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf]  [19:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [20:  Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf] 



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likelyhave the potential to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.[footnoteRef:21]  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.[footnoteRef:22]  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.[footnoteRef:23]  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.[footnoteRef:24]  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.[footnoteRef:25]  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers. [21:  http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1]  [22:  http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4]  [23:  Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325]  [24:  Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf]  [25:  Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf] 



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.[footnoteRef:26]  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.[footnoteRef:27]  While the total reduction in job-lock may be small, the impact on those families experiencing with children with preexisting conditions may be significantimportant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below.  Their personal job-lock circumstances would have left them with few choices, and under these interim final regulations they will not only have increased access to health insurance, but they will also have increased access to opportunities in the labor market, thereby increasing workplace productivity as well.	Comment by Author: Is there evidence to show that a parent’s child being enrolled in a plan improves the parent’s workplace productivity specifically? The data cited here seems only to show that it has an impact on job-change, not necessarily productivity. Consider softening this up a bit to say “may increase workplace productivity”  	Comment by Author: A summary of the deleted material below comment A31 will be included in the Accounting Table.  [26:  A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf. ]  [27:  A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). ] 









d. Costs and Transfers	Comment by Author: Suggest adding a discussion of the premium impact of eliminating pre-existing condition for kids.  Both AHIP and BCBSA in our meetings with them indicated that this policy will have a premium increasing effect. 	Comment by Author: Premium impact discussion is provided below.  


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.[footnoteRef:28]  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uUninsured children with pre-existing conditions have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, , but it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to health insurance spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.  .  	Comment by Author: These two sentences seem to contradict one another.  Suggest clarifying. CLARIFY [28:  From the Departments’ analysis of MEPS data.  ] 



As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, Howeverit appears that , even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.[footnoteRef:29]  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.[footnoteRef:30]  Making these assumptions, the potentialestimated impact onincrease in premiums would beis 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.	Comment by Author: Suggest providing a citation.	Comment by Author: Suggest providing a rationale for this assumption (could be in footnote.)	Comment by Author: HHS comment added here.	Comment by Author: Suggest clarifying that it is a 1 percent increase and explaining briefly how the assumptions above led to this conclusion.  Also recommend the addition of a table showing how the impact varies by type of plan (individual, small group, large group – along the lines of the table on page 62 that makes it easy to understand variation in premium impact.  	Comment by Author: See footnote 43.  Group market was dealt with above.   [29:  The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  ]  [30:  http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7] 



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage forof their children’s condition without a waiver.  Children in a waiting pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. [footnoteRef:31]  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.	Comment by Author: Will there be any notification that this is the only way for children to take advantage of the elimination of pre-existing condition restrictions? Is it expected most parents will be aware they need to terminate and re-purchase a policy for their children to be covered?  NO RESPONSE NEEDED, per discussion with OMB [31:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.[footnoteRef:32]  	Comment by Author: Suggest clarifying what type of analysis was done by the Departments (e.g. data used, model constructed, assumptions made.) 	Comment by Author: See added footnote 45.  [32:  The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  ] 



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small.  , at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


  





2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)


a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”[footnoteRef:33]  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  	Comment by Author: Suggest providing a specific reference to the statute. ADD [33:  PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.] 



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.[footnoteRef:34]   [34:  Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). ] 



Table 2.1: Prevalence of Lifetime Limits


			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			No Limit	Comment by Author: Suggest that, time permitting, the Departments consider reordering this and other tables so that “No limit” is after “2,000,000 or higher”.  This would make more sense, as “no limit” is the most generous. YES	Comment by Author: Excellent suggestion.  Change made for large group and small group; will be made tomorrow for individual, and the whole table cleaned up by someone who is more talented than anyone working on this at this point.  


			37%


			38,300,000





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			No Limit


			48%


			25,200,000





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			


			


			





			Individual


			


			





			No Limit


			11%


			1,100,000





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits





There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.[footnoteRef:35]  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.[footnoteRef:36]  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets. [35:  There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.
]  [36:  These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.] 



Table 2.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits








Table 2.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits











It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.[footnoteRef:37]  [37:  To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.
] 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.[footnoteRef:38]  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit over their lifespanduring a calendar year. 	Comment by Author: Please explain what the timeframe is for these benefits to be realized.  [38:  Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.] 






Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.





c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,[footnoteRef:39] which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.[footnoteRef:40]  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.	Comment by Author: Suggest providing a brief explanation of how reducing uncompensated care can actually prevent further premium increases.  Perhaps include reference to the discussion on p. 95.    [39:  An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).]  [40:  See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf] 



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.[footnoteRef:41]  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.[footnoteRef:42]  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees. [41:  Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) ]  [42:  See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.] 



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.	Comment by Author: Summary provided in the accounting table





d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  


Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  In Section 6, the Departments provide an overall estimate for the premium impacts associated with the various early insurance market provisions of the Affordable Care Act.	Comment by Author: While the number of affected people may be small, they seem likely to be high-cost patients; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  FOOTNOTE


	In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.


	It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing further quantification of these benefits at the present time.


	Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.





e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, iIt is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people[footnoteRef:43] who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today.  [43:  Numbers calculated from Table 2.4 may differ due to rounding.] 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit	Comment by Author: Would be helpful to include effect of annual/lifetime limit rules on overall premiums. Also table ranges are somewhat surprising.  For a plan that currently has a limit at $250k, increasing that limit to $1.5 million increases premiums by an estimated 6.2-6.4%, whereas increasing it to $2 million increases the premium to 6.2-6.6%.   It is unclear why the lower limits remain constant as we move from $1.5-$2 million?	Comment by Author: Premium estimates are supplied earlier.  A footnote added on rounding.  


			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 


$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2[footnoteRef:44]-6.6% [44:  If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  ] 






			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 





3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).


a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.[footnoteRef:45]  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  If an individual appeals the rescission of their health insurance plan or policy, PHS Act section 2719 requires their coverage to remain in effect during the appeals process.	 [45:  Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.] 



PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,[footnoteRef:46] rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   	Comment by Author: HHS had a suggestion of deleting this here, as not appropriate for a RIA.	Comment by Author: Suggest additional explanation: Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.    [46:  Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.] 



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.[footnoteRef:47]  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.[footnoteRef:48]  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.[footnoteRef:49]  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force, which collected data on 52 companies covering the period 2004-2008, and ,[footnoteRef:50]  The NAIC found that rescissions averaged 1.46 per thousand policies in force, or 0.15%.approximately 9,000 rescissions per year.[footnoteRef:51]	Comment by Author: Suggest providing a citation for this statement. [47:  This statement is supported by conversations with industry experts.  ]  [48:  2009 Current Population Survey.]  [49:  Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).]  [50:  NAIC Rescission Data Call, December 17, 2009, p.1.]  [51:  NAIC Rescission Data Call, December 17, 2009, p.1.] 



	c. Benefits  


	There are many benefits that flow from this interim final rule, which the Departments believe outweigh justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.[footnoteRef:52]  Thus, these rules would contribute to reducing the burden from lost productivity and premature death that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.	Comment by Author: Suggest including a reference here. 	Comment by Author: Is there any data connecting premature death with rescission?  If so, suggest citing here.	Comment by Author: Recommend supporting with data.  	Comment by Author: It is self-evident that people who are rescinded are sicker than average; not aware of any data to support this.  [52:  Hadley (2003); ] 



	Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.[footnoteRef:53]  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.[footnoteRef:54] 	Comment by Author: Preventing rescissions appears to be a fruitful regulation for which to discuss the benefits in terms of reducing financial risk and the chance of bankruptcy, which does not seem to be directly addressed in discussing the benefits of this policy. Do the Departments agree?  [53:  This point is discussed further in the summary section below.  ]  [54:  Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf] 



	This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.[footnoteRef:55]  In another case, a woman had to deal with the prospect of paying a $30,000 deposit just prior to surgery after her insurer unexpectedly cancelled her policy.[footnoteRef:56]  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.	Comment by Author: To the extent that there is underlying data to support the anecdotes, recommend including here.	Comment by Author: Other anecdote has been deleted because of controversy over her testimony. [55:  Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story. ]  [56:  Testimony of Robin Beaton. House Committee on Energy and Commerce, available: http://energycommerce.house.gov/Press_111/20090727/01%20Testimony%20of%20Robin%20Beaton.pdf] 



	 





d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.	Comment by Author: Number of affected people may be small, but they seem likely to be high-cost patients especially if they are relatively sick; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.   


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market The premium increase would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, so the costs would arguably be a useful transferthe transfer would be useful.	Comment by Author: HHS comment to reword	Comment by Author: Suggest articulating further the equity considerations underlying this reasoning.  COVERED IN ACCOUNTING TABLE


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since  post-claims underwriting is limitedno longer allowed by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.[footnoteRef:57] This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.	Comment by Author: Suggest clarification: Plans will no longer be allowed post-claims underwriting, but may therefore increase pre-claims underwriting?	Comment by Author: This is a bit confusing because aren’t pre-existing condition exclusions narrowed by this rule as described above? Suggest clarifying.   [57:  These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  ] 



estimated increases in claims paid across a range. If half of the rescissions were eliminated, claim payments are estimated to increase by 0.5 percent; if only one-quarter of the rescissions were eliminated then claim payments would increase by 0.25 percent; and if three-fourths of the rescissions were eliminated then claims payments would increase by 0.75 percent. Further discussion of translation to overall premiums is discussed in Section 6.





4. PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716





a. Summary  


As stated earlier in this preamble, PHS Act section 2716 and these interim final rules incorporate the nondiscrimination rules of section 105(h) of the Internal Revenue Code (Code) and apply them to insured group health plans.  Code section 105(b) generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received to reimburse medical care expenses incurred by the employee for him or herself, or the employee’s spouse, dependents, or children under age 27.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications, or benefits.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals as defined in Code section 105(h).  


Before the enactment of the Affordable Care Act, these rules did not apply to insured group health plans. Therefore, plan sponsors could purchase health insurance policies providing more generous benefits to highly compensated individuals without violating the nondiscrimination rules.


Public Health Service Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  Therefore, highly compensated individuals do not lose a tax benefit but are subject to the enforcement tools in the Public Health Service Act.  Grandfathered insured group health plans are not subject to this provision. 


b. Estimated Number of Affected Entities  


New fully-insured plans only will be affected by this provision if they do not comply with the nondiscrimination rules.  The Departments are unable to estimate the number of new plans that will not be in compliance or the number of participants and dependents covered by such plans.  


c. Benefits


This rule ensures that government tax expenditures are used to provide employer-sponsored benefits for a broad group of employees across the income spectrum, rather than allowing those benefits to be concentrated on highly-paid executives.  The number of non-highly-compensated individuals who would receive greater benefits under this provision depends on the number and size of affected plans. This provision also ensures that self-insured and fully-insured group health plans are subject to the same nondiscrimination standards. Thus, employers will no longer be allowed to provide more generous benefits to highly compensated individuals through the purchase of group health insurance policies without the potential imposition of an excise tax or a civil action to enjoin a noncompliant act or practice or other appropriate equitable relief.


d. Costs and Transfers 


All affected plans will incur a cost to perform Code section 105(h) discrimination testing. The Departments are unable to estimate this cost, because they cannot provide an estimate of the number of plans that will be subject to the provision[footnoteRef:58] or the cost to a plan to perform discrimination testing.  The Departments request comments on estimating these costs.  Plans that need to make fundamental changes to become compliant could incur substantial costs to implement plan design changes.   [58:  The potential affected population is the estimated number of insured group health plans that relinquished grandfathering; however, the Departments are unable to estimate the subset of those plans that provide discriminatory benefits to highly compensated individuals. Therefore, the Departments cannot estimate the costs.
] 



Plan sponsors that make design changes to their plans to become compliant with this rule will make a transfer.  The nature of the transfer depends on the structure of plan modifications. For example, if employers provide equivalent benefits to non- highly-compensated individuals and highly-compensated individuals as a result of this rule by raising the benefits of non-highly-compensated individuals, the transfer would go from the firms to non- highly-compensated individuals.  However, additional health benefits could also lead to lower wages, mitigating such a transfer.  An increase in the number of non- highly-compensated individuals participating in plans may lead to increased tax breaks for health insurance for those non-highly-compensated individuals, representing a transfer from the government to non- highly-compensated individuals.  If firms instead discontinue providing more generous benefits to highly-compensated individuals, the transfer would go from highly-compensated individuals to the firm which may increase wages increased as a result. 





45.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.[footnoteRef:59]  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below. [59:  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  ] 



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.





A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,[footnoteRef:60] accounting for more than 32.3 million enrollees,[footnoteRef:61] of whom about 40 percent have their primary care provider serve as a gatekeeper.[footnoteRef:62]  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.[footnoteRef:63] [60:  Kaiser Family Foundation, “Number of HMOs, July 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.]  [61:  Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.]  [62:  See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). ]  [63:  See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at http://ehbs.kff.org/pdf/2009/7936.pdf. ] 



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.[footnoteRef:64]  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.[footnoteRef:65]  As well, studies show that better patient-provider trust results in improved medication adherence.[footnoteRef:66]  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.[footnoteRef:67] Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.[footnoteRef:68]   [64:  See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  ]  [65:  Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).]  [66:  Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).]  [67:  Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  ]  [68:  Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).] 



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.[footnoteRef:69]   [69:  Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).] 



Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.[footnoteRef:70]  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.[footnoteRef:71]  Patients that have a usual source of care tend to also have fewer hospital admissions.[footnoteRef:72]  	Comment by Author: Can we do anything to quantify the relevant benefits?	Comment by Author: Not at this time. [70:  Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).]  [71:  Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”]  [72:  Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” ] 



d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.	Comment by Author: Any estimate? Any ranges?	Comment by Author: Can’t provide anything useful here. 


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.[footnoteRef:73] [73:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.[footnoteRef:74]  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.[footnoteRef:75]  Relatedly, at least two states have laws providing children immediate access to pediatricians.[footnoteRef:76]  [74:  There is no data available to estimate the number of plans that fall into this category.]  [75:  See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.  ]  [76:  For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7.] 



Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.[footnoteRef:77]  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.[footnoteRef:78]  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.[footnoteRef:79]  [77:  Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”]  [78:  “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm.]  [79:  Ibid.] 



Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.


d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.[footnoteRef:80] [80:  http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf] 



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.[footnoteRef:81]  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.   [81:  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.] 



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.[footnoteRef:82]  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.[footnoteRef:83] Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.[footnoteRef:84]  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.	Comment by Author: Suggest it would be helpful to include data on how many women not in HMO/POS plans see only an OB/GYN as their primary care provider and do not routinely have contact with other physicians. If data is available, it would enhance the justification in this section.	Comment by Author: Agree that the information would be useful, but it is not available.  [82:  See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  ]  [83:  See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf. ]  [84:  See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.] 



Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.[footnoteRef:85]  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN. [85:  Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114] 



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.[footnoteRef:86] [86:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.	Comment by Author: Could the benefits also include the additional time that non ob/gyn primary care providers will now have to see other patients?  While there may not be data on this, it would appear that this provision has the potential to reduce wait times for patients to see non-ob/gym primary care providers. For example, a family doctor who used to spend time doing a check-up and prior authorization for a female who would have otherwise gone straight to an ob/gyn, will now have added time in their schedule to see additional patients. Given the general shortages of primary care physicians, this seems like an this could be mentioned as a benefit. 


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.[footnoteRef:87]  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.[footnoteRef:88] [87:  See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.]  [88:  See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.] 



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.





B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  


	2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.


	Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.[footnoteRef:89] While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.[footnoteRef:90]  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller.  [89:  Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  ]  [90:  BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.] 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.


The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be negligibleminimal.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be extraordinarily small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.	Comment by Author: While the number of affected people may be small, they may be high-cost patients seeking expensive form of care in emergency rooms; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.  .  





C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.





D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.








5. Combined Effects of the Insurance Market Reforms


a. Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 who would be expected to have costs that exceed a limit over their lifespan.  While precise data on the number of rescissions is limited, the rescissions policy could prevent a number of people with high health care costs from having their coverage revoked.  A report by the House Committee on Oversight and Government Reform[footnoteRef:91] found an average of around 4,000 rescissions per year between 2003 and 2007 for several major private insurers, with a combined national market share of approximately 35 percent.[footnoteRef:92] A plausible estimate for the number of rescissions nationwide in a given year is thus approximately 11,400.[footnoteRef:93] And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [91:  Waxman, H.A. and J. Barton. “Supplemental Information Regarding the Individual Health Insurance Market.” June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. ]  [92:  Austin, D.A., and T.L. Hungerford. “The Market Structure of the Health Insurance Industry.” Congressional Research Service, November 17, 2009. Table 1, p. 10. http://www.fas.org/sgp/crs/misc/R40834.pdf. ]  [93:  Note that this figure may be a substantial underestimate as insurers did not fully report information on all of their subsidiaries in the aforementioned investigation, and may be a substantial overestimate as the investigation focused on the individual market, where rescissions may be more common.] 



	b. Benefits


These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.[footnoteRef:94]  A widely cited report by the Institute of Medicine (IOM),[footnoteRef:95] and a subsequent update by the Urban Institute[footnoteRef:96] build on these type of estimates to calculate excess deaths resulting from uninsurance. Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to prohibiting pre-existing condition exclusions for children – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [94:  See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). ]  [95:  Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1. ]  [96:  Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.  ] 



	A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.[footnoteRef:97]  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.[footnoteRef:98]  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes. [97:  Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.]  [98:  David Himmelstein et al, 2009.] 



	A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.[footnoteRef:99]  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.[footnoteRef:100]  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   [99:  Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).]  [100:  Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).] 



Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which often increase health spending unnecessarily.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”[footnoteRef:101] The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  [101:  Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.] 



Second, on the basis of the economics literature on the subject,[footnoteRef:102] the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care, of which 25 percent would have been passed on as higher premiums to the insured population.  Considering these proportions together suggests that, on average, the premium impacts described in this regulatory impact analysis would be roughly reduced by 15 to 20 percent. [102:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



[EOP Economist approach: for discussion only.  The Departments estimated the fraction of uncompensated care that is passed-through to the private medical sector to arrive at an estimate of the reduction in the “hidden tax” passed on in the form of higher premiums to other Americans with private health insurance.  To calculate its magnitude, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, less ability to reduce demand, and higher health care spending.  These regulations are unlikely to induce as much demand for health care as would be assumed for the uninsured population in general.  As such, it is assumed that half of the cost would have been uncompensated, although we emphasize that there is considerable uncertainty surrounding this estimate.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  On the basis of the economics literature on the subject,[footnoteRef:103] the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  Combined, we estimate roughly $1 billion in premium savings due to uncompensated care reductions in 2013.] [103:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



c. Costs and Transfers	Comment by Author: Recommend changing the  title to “Premium effects”? 	Comment by Author: Suggest that some of this discussion be reflected in the accounting table (Table 1), either numerically or with a qualitative description. 


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have less than a one percent impact on premiums in the individual and group markets.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for this market.  The Departments could not estimate premium effects for the provisions in these interim final regulations relating to rescissions and patient protections.  


It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 





D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services





The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.





E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.





F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov. Although comments may be submitted through [insert date that is 60 days after publication in the Federal Register], OMB requests that comments be received within 30 days of publication of these interim final regulations to ensure their consideration.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:104] The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.   [104:  The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,[footnoteRef:105] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:106]   [105:  The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).]  [106:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:107] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:108]  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [107:  The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [108:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:109]  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000. [109:  While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded;  therefore; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans[footnoteRef:110].  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.[footnoteRef:111]   [110:  U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 
]  [111:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement





	As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 	In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.[footnoteRef:112]  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:113] Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.. [112:  The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].]  [113:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 


	The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows: 


	Type of Review: New Collection


	Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.


	Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


	OMB Number: 1210-New; 1545-New


	Affected Public: Business or other for-profit; not-for-profit institutions.


	Total Respondents 262,000 (three year average).


	Total Responses: 6,186,000 (three year average).


      	Frequency of Response: 	One time


      	Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).





2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.


	a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:114]  [114:  The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals[footnoteRef:115] covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.[footnoteRef:116]  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,[footnoteRef:117] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:118]   [115:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [116:  The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17.]  [117:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [118:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:119] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:120]  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [119:  The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [120:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:121]  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000. [121:  While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


	Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.[footnoteRef:122]  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.[footnoteRef:123]   [122:  NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf]  [123:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490


Responses: 56,5,000.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 1,100 hours.


	Estimated Total Annual Burden Cost: $27,700.





c. ICR related to Affordable Care Act  Patient Protections Disclosure





	As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.[footnoteRef:124] [124:  The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE]] 



	Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:125]  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement. [125:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



	The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   	


	The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows:


	Type of Review: New collection.


	Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.


	OMB Number: 0938–NEW.


	Affected Public: Business; State, Local, or Tribal Governments.


	Respondents: 10,600.


	Responses: 2,067,000.


	Frequency of Response: One-time.


	Estimated Total Annual Burden Hours: 2,700 hours.


	Estimated Total Annual Burden Cost: $32,000.


	If you comment on any of these information collection requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov





G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 





H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.





I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.













FW: Status

		From

		Turner, Amy - EBSA

		To

		Corrigan, Dara (HHS/OHR); Mayhew, James A. (CMS/CPC); Kosin, Donald (HHS/OGC); REWeinheim@aol.com; Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Schumacher, Elizabeth - EBSA

		Cc

		Baum, Beth - EBSA

		Recipients

		Dara.Corrigan@hhs.gov; James.Mayhew@cms.hhs.gov; Donald.Kosin@HHS.GOV; REWeinheim@aol.com; Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Schumacher.Elizabeth@dol.gov; baum.beth@dol.gov




here is the combined RIA





From: Cantwell, Kathleen (HHS) 
[mailto:kathleen.cantwell@hhs.gov] 
Sent: Friday, June 18, 2010 8:14 
AM
To: Baum, Beth - EBSA; Turner, Amy - EBSA
Subject: FW: 
Status





Combined document.


-----Original 
Message-----
From: Seshamani, Meena (HHS/ASPE)
Sent: Fri 6/18/2010 8:11 
AM
To: Kronick, Richard (HHS/ASPE/HP); 'Aguilar, Brenda'; Cantwell, Kathleen 
(HHS); 'Piacentini.Joseph@dol.gov'; 'Cosby.Chris@dol.gov'
Cc: Sheingold, 
Steven (HHS/ASPE)
Subject: RE: Status

Hi Brenda,

Here are our 
responses to date. To help with version control, I am only attaching the RIA and 
PRA here. While we have not edited the last section (which is now section 5 
because the nondiscrimination regulation has been removed), I just plopped in 
the working document from yesterday, for further discussion on the 8:30 call. 
Again, this is for version control so from here on, the latest version of that 
section will be edited as part of the main document.

There were a few HHS 
comments that got incorporated, and those are generally flagged where 
substantive - and everything is in track changes besides.

Caveats that 
Rick mentioned below still hold.

Thanks to everyone and talk to you in 
just a little bit.

Meena

Meena Seshamani, MD, PhD
Deputy 
Director
Office of Health Reform
Dept of Health and Human 
Services
-----Original Message-----
From: Kronick, Richard 
(HHS/ASPE/HP)
Sent: Friday, June 18, 2010 6:20 AM
To: Aguilar, Brenda; 
Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov; Cosby.Chris@dol.gov
Cc: 
Sheingold, Steven (HHS/ASPE); Seshamani, Meena (HHS/ASPE)
Subject: RE: 
Status

Brenda,
Attached are responses to your passback on the 
RIA.

A few caveats:

1) the requested material on the need for 
regulatory action will be added later this morning
2) as we discussed 
yesterday, we have not edited the accounting table; I think that your office 
volunteered to take a crack at editing that material
3) there is still a 
minor tweak in the PRA needed
4) we have not yet edited the summary section 6 
(which, as you know, came in a separate document yesterday).  We'll be 
talking with you and EOP about this at 8:30 this morning, and I'm sure that 
further direction will come out of that call.
5) with bleary eyes and tight 
timing, all of us need to do an additional review, but I don't anticipate much 
by way of further changes (other than in Sectio 6)
6) we still need to do a 
better job of formatting the tables

Many thanks,
Rick (and everyone 
else)


-----Original Message-----
From: Aguilar, Brenda [mailto:Brenda_Aguilar@omb.eop.gov]
Sent: 
Fri 6/18/2010 5:30 AM
To: Cantwell, Kathleen (HHS); 
Piacentini.Joseph@dol.gov; Cosby.Chris@dol.gov; Kronick, Richard 
(HHS/ASPE/HP)
Subject: Re: Status

Any word on status - when will we 
get something?

________________________________

From: Aguilar, 
Brenda
To: 'Cantwell, Kathleen (HHS)' <kathleen.cantwell@hhs.gov>; 
Piacentini.Joseph@dol.gov <Piacentini.Joseph@dol.gov>; 'Cosby, Chris - 
EBSA' <Cosby.Chris@dol.gov>; Kronick, Richard (HHS/ASPE/HP) 
<Richard.Kronick@hhs.gov>
Sent: Thu Jun 17 22:41:41 2010
Subject: 
Status



Checking in with a nonrandom sample of folks to see what 
the ETA of the revisions is likely to be.  Afraid if I snooze I'll 
lose.



Thanks,

Brenda
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IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). [footnoteRef:2]  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.[footnoteRef:3]    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act. [2:  PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  ]  [3:  Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.] 



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, tThey have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services


	Under Executive Order 12866 (58 FR 51735), the Departments must determine whether a regulatory action is “significant” regulatory actions areand therefore subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that these this rules is are significant within the meaning of section 3(f)(1) of the Executive Order, because they it isare likely to have an annual effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.





			TABLE 1.--Accounting Table	Comment by Author: Suggest including in this table the estimated premium impact indicated in Section 6 (pp. 97-98)	Comment by Author: Suggest that this table provide further clarification on the mechanism by which wealth is transferred between individuals in a coverage group, namely that insurers would charge slightly higher rates to afford higher expected claims and reimbursement, which would be borne by an entire risk pool as higher premiums, while only certain individuals (generally those who are less healthy, who would have been affected by pre-existing conditions, annual limits, or rescissions) receive added benefits, thus transferring wealth. 

Additionally, it does not appear that the $4.9 million estimate on table 1 can be replicated.  Suggest that additional discussion be provided around how the Departments got to this number.	Comment by Author: OMB to supply suggested language for this table. 


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013[footnoteRef:4] [4:  The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.] 






			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








  


1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA[footnoteRef:5] rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.    [5:  HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). ] 



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the number of individuals affected bylikely effects of these interim final regulations.  Beginning with the population of individuals age 0-189, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  	Comment by Author: Do the Departments plan to analyze the effect in 2014 in later guidance/regulation?	Comment by Author: See footnote 17 above. 


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to 2010 to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a waiting period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.	Comment by Author: The preamble and reg text do not mention that a pre-existing condition exclusion includes a waiting period, which is mentioned throughout the RIA  Suggest including a waiting period example in the reg text.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.[footnoteRef:6]  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.   [6:  AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf] 



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.[footnoteRef:7]  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  	Comment by Author: Suggest the addition of a footnote citing the source of this data. [7:  These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  ] 



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010





			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


 


The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.[footnoteRef:8]  	Comment by Author: Suggest the addition of a footnote with data to back up this assertion. Perhaps footnote 40 would work here as well.  [8:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a waiting pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a waiting period, making coverage desirable.  Such children may be affected by this provision.  	Comment by Author: Suggest explaining this conclusion further. Would not banning discrimination based on preexisting conditions decrease the price that these parents have to pay, inducing them to take-up coverage?


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.[footnoteRef:9]  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.   [9:  Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. ] 



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.[footnoteRef:10]  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    	Comment by Author: Suggest that the Departments provide additional information on how the take-up rates were derived.  Could the departments take advantage of estimates of take-up rates in response to new offers of coverage and/or subsidies for coverage specified in the CBO’s Microsimulation model to provide a basis for their take-up estimates for children with pre-existing conditions? How would the assumptions specified here match with the CBO’s model, which is widely relied upon in calculating coverage and costs in response to policy changes? See, for example, pp. 22-25 of http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf.  [10:  We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. ] 



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small number proportion gaining group coverage.[footnoteRef:11]    [11:  For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.] 






Table 1.2 Estimated number of uninsured children gaining coverage 





			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000











The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a waiting period during which coverage for a pre-existing condition is excludedrequirement).[footnoteRef:12]  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd. [12:  The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.] 



c. Benefits  


The benefits of PHS Act Section 2704 and these interim final rules are expected to farto outweigh the costs to the regulated communityamply justify the costs..  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.[footnoteRef:13]  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.[footnoteRef:14]  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.[footnoteRef:15] [13:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [14:  Ibid.]  [15:  Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051. ] 



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.[footnoteRef:16]  Insured children are less likely to experience avoidable hospital stays than uninsured children[footnoteRef:17] and, when hospitalized, insured children are at less risk of dying.[footnoteRef:18]  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.[footnoteRef:19]  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.[footnoteRef:20] [16:  Uninsured children are at least 70% more likely than insured children to not receive
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.]  [17:  Ibid.]  [18:  Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf]  [19:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [20:  Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf] 



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likelyhave the potential to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.[footnoteRef:21]  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.[footnoteRef:22]  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.[footnoteRef:23]  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.[footnoteRef:24]  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.[footnoteRef:25]  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers. [21:  http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1]  [22:  http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4]  [23:  Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325]  [24:  Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf]  [25:  Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf] 



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.[footnoteRef:26]  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.[footnoteRef:27]  While the total reduction in job-lock may be small, the impact on those families experiencing with children with preexisting conditions may be significantimportant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below.  Their personal job-lock circumstances would have left them with few choices, and under these interim final regulations they will not only have increased access to health insurance, but they will also have increased access to opportunities in the labor market, thereby increasing workplace productivity as well.	Comment by Author: Is there evidence to show that a parent’s child being enrolled in a plan improves the parent’s workplace productivity specifically? The data cited here seems only to show that it has an impact on job-change, not necessarily productivity. Consider softening this up a bit to say “may increase workplace productivity”  	Comment by Author: A summary of the deleted material below comment A31 will be included in the Accounting Table.  [26:  A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf. ]  [27:  A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). ] 









d. Costs and Transfers	Comment by Author: Suggest adding a discussion of the premium impact of eliminating pre-existing condition for kids.  Both AHIP and BCBSA in our meetings with them indicated that this policy will have a premium increasing effect. 	Comment by Author: Premium impact discussion is provided below.  


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.[footnoteRef:28]  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uUninsured children with pre-existing conditions have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, , but it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to health insurance spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.  .  	Comment by Author: These two sentences seem to contradict one another.  Suggest clarifying. CLARIFY [28:  From the Departments’ analysis of MEPS data.  ] 



As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, Howeverit appears that , even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.[footnoteRef:29]  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.[footnoteRef:30]  Making these assumptions, the potentialestimated impact onincrease in premiums would beis 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.	Comment by Author: Suggest providing a citation.	Comment by Author: Suggest providing a rationale for this assumption (could be in footnote.)	Comment by Author: HHS comment added here.	Comment by Author: Suggest clarifying that it is a 1 percent increase and explaining briefly how the assumptions above led to this conclusion.  Also recommend the addition of a table showing how the impact varies by type of plan (individual, small group, large group – along the lines of the table on page 62 that makes it easy to understand variation in premium impact.  	Comment by Author: See footnote 43.  Group market was dealt with above.   [29:  The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  ]  [30:  http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7] 



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage forof their children’s condition without a waiver.  Children in a waiting pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. [footnoteRef:31]  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.	Comment by Author: Will there be any notification that this is the only way for children to take advantage of the elimination of pre-existing condition restrictions? Is it expected most parents will be aware they need to terminate and re-purchase a policy for their children to be covered?  NO RESPONSE NEEDED, per discussion with OMB [31:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.[footnoteRef:32]  	Comment by Author: Suggest clarifying what type of analysis was done by the Departments (e.g. data used, model constructed, assumptions made.) 	Comment by Author: See added footnote 45.  [32:  The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  ] 



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small.  , at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.


  





2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)


a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”[footnoteRef:33]  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  	Comment by Author: Suggest providing a specific reference to the statute. ADD [33:  PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.] 



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.[footnoteRef:34]   [34:  Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). ] 



Table 2.1: Prevalence of Lifetime Limits


			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			No Limit	Comment by Author: Suggest that, time permitting, the Departments consider reordering this and other tables so that “No limit” is after “2,000,000 or higher”.  This would make more sense, as “no limit” is the most generous. YES	Comment by Author: Excellent suggestion.  Change made for large group and small group; will be made tomorrow for individual, and the whole table cleaned up by someone who is more talented than anyone working on this at this point.  


			37%


			38,300,000





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			No Limit


			37%


			38,300,000





			Small Group


			


			





			No Limit


			48%


			25,200,000





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			No Limit


			48%


			25,200,000





			


			


			





			Individual


			


			





			No Limit


			11%


			1,100,000





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000





			No Limit


			11%


			1,100,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits





There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.[footnoteRef:35]  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.[footnoteRef:36]  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets. [35:  There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.
]  [36:  These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.] 



Table 2.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits








Table 2.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits











It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.[footnoteRef:37]  [37:  To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.
] 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.[footnoteRef:38]  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit over their lifespanduring a calendar year. 	Comment by Author: Please explain what the timeframe is for these benefits to be realized.  [38:  Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.] 






Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.





c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,[footnoteRef:39] which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.[footnoteRef:40]  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.	Comment by Author: Suggest providing a brief explanation of how reducing uncompensated care can actually prevent further premium increases.  Perhaps include reference to the discussion on p. 95.    [39:  An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).]  [40:  See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf] 



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.[footnoteRef:41]  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.[footnoteRef:42]  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees. [41:  Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) ]  [42:  See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.] 



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.	Comment by Author: Summary provided in the accounting table





d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  


Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  In Section 6, the Departments provide an overall estimate for the premium impacts associated with the various early insurance market provisions of the Affordable Care Act.	Comment by Author: While the number of affected people may be small, they seem likely to be high-cost patients; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  FOOTNOTE


	In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.


	It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing further quantification of these benefits at the present time.


	Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.





e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, iIt is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people[footnoteRef:43] who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today.  [43:  Numbers calculated from Table 2.4 may differ due to rounding.] 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit	Comment by Author: Would be helpful to include effect of annual/lifetime limit rules on overall premiums. Also table ranges are somewhat surprising.  For a plan that currently has a limit at $250k, increasing that limit to $1.5 million increases premiums by an estimated 6.2-6.4%, whereas increasing it to $2 million increases the premium to 6.2-6.6%.   It is unclear why the lower limits remain constant as we move from $1.5-$2 million?	Comment by Author: Premium estimates are supplied earlier.  A footnote added on rounding.  


			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 


$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2[footnoteRef:44]-6.6% [44:  If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  ] 






			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 





3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).


a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.[footnoteRef:45]  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  If an individual appeals the rescission of their health insurance plan or policy, PHS Act section 2719 requires their coverage to remain in effect during the appeals process.	 [45:  Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.] 



PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,[footnoteRef:46] rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   	Comment by Author: HHS had a suggestion of deleting this here, as not appropriate for a RIA.	Comment by Author: Suggest additional explanation: Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.    [46:  Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.] 



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.[footnoteRef:47]  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.[footnoteRef:48]  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.[footnoteRef:49]  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force, which collected data on 52 companies covering the period 2004-2008, and ,[footnoteRef:50]  The NAIC found that rescissions averaged 1.46 per thousand policies in force, or 0.15%.approximately 9,000 rescissions per year.[footnoteRef:51]	Comment by Author: Suggest providing a citation for this statement. [47:  This statement is supported by conversations with industry experts.  ]  [48:  2009 Current Population Survey.]  [49:  Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).]  [50:  NAIC Rescission Data Call, December 17, 2009, p.1.]  [51:  NAIC Rescission Data Call, December 17, 2009, p.1.] 



	c. Benefits  


	There are many benefits that flow from this interim final rule, which the Departments believe outweigh justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.[footnoteRef:52]  Thus, these rules would contribute to reducing the burden from lost productivity and premature death that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.	Comment by Author: Suggest including a reference here. 	Comment by Author: Is there any data connecting premature death with rescission?  If so, suggest citing here.	Comment by Author: Recommend supporting with data.  	Comment by Author: It is self-evident that people who are rescinded are sicker than average; not aware of any data to support this.  [52:  Hadley (2003); ] 



	Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.[footnoteRef:53]  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.[footnoteRef:54] 	Comment by Author: Preventing rescissions appears to be a fruitful regulation for which to discuss the benefits in terms of reducing financial risk and the chance of bankruptcy, which does not seem to be directly addressed in discussing the benefits of this policy. Do the Departments agree?  [53:  This point is discussed further in the summary section below.  ]  [54:  Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf] 



	This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.[footnoteRef:55]  In another case, a woman had to deal with the prospect of paying a $30,000 deposit just prior to surgery after her insurer unexpectedly cancelled her policy.[footnoteRef:56]  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.	Comment by Author: To the extent that there is underlying data to support the anecdotes, recommend including here.	Comment by Author: Other anecdote has been deleted because of controversy over her testimony. [55:  Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story. ]  [56:  Testimony of Robin Beaton. House Committee on Energy and Commerce, available: http://energycommerce.house.gov/Press_111/20090727/01%20Testimony%20of%20Robin%20Beaton.pdf] 



	 





d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.	Comment by Author: Number of affected people may be small, but they seem likely to be high-cost patients especially if they are relatively sick; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.   


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market The premium increase would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, so the costs would arguably be a useful transferthe transfer would be useful.	Comment by Author: HHS comment to reword	Comment by Author: Suggest articulating further the equity considerations underlying this reasoning.  COVERED IN ACCOUNTING TABLE


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since  post-claims underwriting is limitedno longer allowed by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.[footnoteRef:57] This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.	Comment by Author: Suggest clarification: Plans will no longer be allowed post-claims underwriting, but may therefore increase pre-claims underwriting?	Comment by Author: This is a bit confusing because aren’t pre-existing condition exclusions narrowed by this rule as described above? Suggest clarifying.   [57:  These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  ] 



estimated increases in claims paid across a range. If half of the rescissions were eliminated, claim payments are estimated to increase by 0.5 percent; if only one-quarter of the rescissions were eliminated then claim payments would increase by 0.25 percent; and if three-fourths of the rescissions were eliminated then claims payments would increase by 0.75 percent. Further discussion of translation to overall premiums is discussed in Section 6.





4. PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716





a. Summary  


As stated earlier in this preamble, PHS Act section 2716 and these interim final rules incorporate the nondiscrimination rules of section 105(h) of the Internal Revenue Code (Code) and apply them to insured group health plans.  Code section 105(b) generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received to reimburse medical care expenses incurred by the employee for him or herself, or the employee’s spouse, dependents, or children under age 27.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications, or benefits.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals as defined in Code section 105(h).  


Before the enactment of the Affordable Care Act, these rules did not apply to insured group health plans. Therefore, plan sponsors could purchase health insurance policies providing more generous benefits to highly compensated individuals without violating the nondiscrimination rules.


Public Health Service Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  Therefore, highly compensated individuals do not lose a tax benefit but are subject to the enforcement tools in the Public Health Service Act.  Grandfathered insured group health plans are not subject to this provision. 


b. Estimated Number of Affected Entities  


New fully-insured plans only will be affected by this provision if they do not comply with the nondiscrimination rules.  The Departments are unable to estimate the number of new plans that will not be in compliance or the number of participants and dependents covered by such plans.  


c. Benefits


This rule ensures that government tax expenditures are used to provide employer-sponsored benefits for a broad group of employees across the income spectrum, rather than allowing those benefits to be concentrated on highly-paid executives.  The number of non-highly-compensated individuals who would receive greater benefits under this provision depends on the number and size of affected plans. This provision also ensures that self-insured and fully-insured group health plans are subject to the same nondiscrimination standards. Thus, employers will no longer be allowed to provide more generous benefits to highly compensated individuals through the purchase of group health insurance policies without the potential imposition of an excise tax or a civil action to enjoin a noncompliant act or practice or other appropriate equitable relief.


d. Costs and Transfers 


All affected plans will incur a cost to perform Code section 105(h) discrimination testing. The Departments are unable to estimate this cost, because they cannot provide an estimate of the number of plans that will be subject to the provision[footnoteRef:58] or the cost to a plan to perform discrimination testing.  The Departments request comments on estimating these costs.  Plans that need to make fundamental changes to become compliant could incur substantial costs to implement plan design changes.   [58:  The potential affected population is the estimated number of insured group health plans that relinquished grandfathering; however, the Departments are unable to estimate the subset of those plans that provide discriminatory benefits to highly compensated individuals. Therefore, the Departments cannot estimate the costs.
] 



Plan sponsors that make design changes to their plans to become compliant with this rule will make a transfer.  The nature of the transfer depends on the structure of plan modifications. For example, if employers provide equivalent benefits to non- highly-compensated individuals and highly-compensated individuals as a result of this rule by raising the benefits of non-highly-compensated individuals, the transfer would go from the firms to non- highly-compensated individuals.  However, additional health benefits could also lead to lower wages, mitigating such a transfer.  An increase in the number of non- highly-compensated individuals participating in plans may lead to increased tax breaks for health insurance for those non-highly-compensated individuals, representing a transfer from the government to non- highly-compensated individuals.  If firms instead discontinue providing more generous benefits to highly-compensated individuals, the transfer would go from highly-compensated individuals to the firm which may increase wages increased as a result. 





45.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.[footnoteRef:59]  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below. [59:  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  ] 



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.





A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,[footnoteRef:60] accounting for more than 32.3 million enrollees,[footnoteRef:61] of whom about 40 percent have their primary care provider serve as a gatekeeper.[footnoteRef:62]  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.[footnoteRef:63] [60:  Kaiser Family Foundation, “Number of HMOs, July 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.]  [61:  Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.]  [62:  See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). ]  [63:  See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at http://ehbs.kff.org/pdf/2009/7936.pdf. ] 



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.[footnoteRef:64]  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.[footnoteRef:65]  As well, studies show that better patient-provider trust results in improved medication adherence.[footnoteRef:66]  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.[footnoteRef:67] Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.[footnoteRef:68]   [64:  See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  ]  [65:  Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).]  [66:  Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).]  [67:  Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  ]  [68:  Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).] 



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.[footnoteRef:69]   [69:  Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).] 



Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.[footnoteRef:70]  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.[footnoteRef:71]  Patients that have a usual source of care tend to also have fewer hospital admissions.[footnoteRef:72]  	Comment by Author: Can we do anything to quantify the relevant benefits?	Comment by Author: Not at this time. [70:  Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).]  [71:  Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”]  [72:  Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” ] 



d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.	Comment by Author: Any estimate? Any ranges?	Comment by Author: Can’t provide anything useful here. 


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.[footnoteRef:73] [73:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.[footnoteRef:74]  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.[footnoteRef:75]  Relatedly, at least two states have laws providing children immediate access to pediatricians.[footnoteRef:76]  [74:  There is no data available to estimate the number of plans that fall into this category.]  [75:  See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.  ]  [76:  For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7.] 



Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.[footnoteRef:77]  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.[footnoteRef:78]  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.[footnoteRef:79]  [77:  Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”]  [78:  “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm.]  [79:  Ibid.] 



Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.


d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.[footnoteRef:80] [80:  http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf] 



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.[footnoteRef:81]  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.   [81:  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.] 



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.[footnoteRef:82]  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.[footnoteRef:83] Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.[footnoteRef:84]  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.	Comment by Author: Suggest it would be helpful to include data on how many women not in HMO/POS plans see only an OB/GYN as their primary care provider and do not routinely have contact with other physicians. If data is available, it would enhance the justification in this section.	Comment by Author: Agree that the information would be useful, but it is not available.  [82:  See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  ]  [83:  See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf. ]  [84:  See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.] 



Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.[footnoteRef:85]  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN. [85:  Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114] 



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.[footnoteRef:86] [86:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.	Comment by Author: Could the benefits also include the additional time that non ob/gyn primary care providers will now have to see other patients?  While there may not be data on this, it would appear that this provision has the potential to reduce wait times for patients to see non-ob/gym primary care providers. For example, a family doctor who used to spend time doing a check-up and prior authorization for a female who would have otherwise gone straight to an ob/gyn, will now have added time in their schedule to see additional patients. Given the general shortages of primary care physicians, this seems like an this could be mentioned as a benefit. 


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.[footnoteRef:87]  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.[footnoteRef:88] [87:  See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.]  [88:  See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.] 



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.





B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  


	2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.


	Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.[footnoteRef:89] While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.[footnoteRef:90]  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller.  [89:  Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  ]  [90:  BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.] 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.


The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be negligibleminimal.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be extraordinarily small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.	Comment by Author: While the number of affected people may be small, they may be high-cost patients seeking expensive form of care in emergency rooms; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.  .  





C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.





D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.








5. Combined Effects of the Insurance Market Reforms


a. Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 who would be expected to have costs that exceed a limit over their lifespan.  While precise data on the number of rescissions is limited, the rescissions policy could prevent a number of people with high health care costs from having their coverage revoked.  A report by the House Committee on Oversight and Government Reform[footnoteRef:91] found an average of around 4,000 rescissions per year between 2003 and 2007 for several major private insurers, with a combined national market share of approximately 35 percent.[footnoteRef:92] A plausible estimate for the number of rescissions nationwide in a given year is thus approximately 11,400.[footnoteRef:93] And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [91:  Waxman, H.A. and J. Barton. “Supplemental Information Regarding the Individual Health Insurance Market.” June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. ]  [92:  Austin, D.A., and T.L. Hungerford. “The Market Structure of the Health Insurance Industry.” Congressional Research Service, November 17, 2009. Table 1, p. 10. http://www.fas.org/sgp/crs/misc/R40834.pdf. ]  [93:  Note that this figure may be a substantial underestimate as insurers did not fully report information on all of their subsidiaries in the aforementioned investigation, and may be a substantial overestimate as the investigation focused on the individual market, where rescissions may be more common.] 



	b. Benefits


These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.[footnoteRef:94]  A widely cited report by the Institute of Medicine (IOM),[footnoteRef:95] and a subsequent update by the Urban Institute[footnoteRef:96] build on these type of estimates to calculate excess deaths resulting from uninsurance. Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to prohibiting pre-existing condition exclusions for children – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [94:  See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). ]  [95:  Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1. ]  [96:  Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.  ] 



	A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.[footnoteRef:97]  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.[footnoteRef:98]  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes. [97:  Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.]  [98:  David Himmelstein et al, 2009.] 



	A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.[footnoteRef:99]  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.[footnoteRef:100]  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   [99:  Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).]  [100:  Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).] 



Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which often increase health spending unnecessarily.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”[footnoteRef:101] The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  [101:  Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.] 



Second, on the basis of the economics literature on the subject,[footnoteRef:102] the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care, of which 25 percent would have been passed on as higher premiums to the insured population.  Considering these proportions together suggests that, on average, the premium impacts described in this regulatory impact analysis would be roughly reduced by 15 to 20 percent. [102:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



[EOP Economist approach: for discussion only.  The Departments estimated the fraction of uncompensated care that is passed-through to the private medical sector to arrive at an estimate of the reduction in the “hidden tax” passed on in the form of higher premiums to other Americans with private health insurance.  To calculate its magnitude, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, less ability to reduce demand, and higher health care spending.  These regulations are unlikely to induce as much demand for health care as would be assumed for the uninsured population in general.  As such, it is assumed that half of the cost would have been uncompensated, although we emphasize that there is considerable uncertainty surrounding this estimate.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  On the basis of the economics literature on the subject,[footnoteRef:103] the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  Combined, we estimate roughly $1 billion in premium savings due to uncompensated care reductions in 2013.] [103:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



c. Costs and Transfers	Comment by Author: Recommend changing the  title to “Premium effects”? 	Comment by Author: Suggest that some of this discussion be reflected in the accounting table (Table 1), either numerically or with a qualitative description. 


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have less than a one percent impact on premiums in the individual and group markets.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for this market.  The Departments could not estimate premium effects for the provisions in these interim final regulations relating to rescissions and patient protections.  


It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 





D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services





The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.





E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.





F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov. Although comments may be submitted through [insert date that is 60 days after publication in the Federal Register], OMB requests that comments be received within 30 days of publication of these interim final regulations to ensure their consideration.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:104] The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.   [104:  The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,[footnoteRef:105] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:106]   [105:  The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).]  [106:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:107] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:108]  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [107:  The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [108:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:109]  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000. [109:  While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded;  therefore; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans[footnoteRef:110].  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.[footnoteRef:111]   [110:  U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 
]  [111:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement





	As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 	In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.[footnoteRef:112]  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:113] Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.. [112:  The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].]  [113:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 


	The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows: 


	Type of Review: New Collection


	Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.


	Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


	OMB Number: 1210-New; 1545-New


	Affected Public: Business or other for-profit; not-for-profit institutions.


	Total Respondents 262,000 (three year average).


	Total Responses: 6,186,000 (three year average).


      	Frequency of Response: 	One time


      	Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).





2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.


	a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:114]  [114:  The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals[footnoteRef:115] covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.[footnoteRef:116]  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,[footnoteRef:117] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:118]   [115:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [116:  The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17.]  [117:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [118:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:119] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:120]  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [119:  The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [120:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:121]  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000. [121:  While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


	Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.[footnoteRef:122]  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.[footnoteRef:123]   [122:  NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf]  [123:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490


Responses: 56,5,000.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 1,100 hours.


	Estimated Total Annual Burden Cost: $27,700.





c. ICR related to Affordable Care Act  Patient Protections Disclosure





	As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.[footnoteRef:124] [124:  The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE]] 



	Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:125]  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement. [125:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



	The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   	


	The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows:


	Type of Review: New collection.


	Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.


	OMB Number: 0938–NEW.


	Affected Public: Business; State, Local, or Tribal Governments.


	Respondents: 10,600.


	Responses: 2,067,000.


	Frequency of Response: One-time.


	Estimated Total Annual Burden Hours: 2,700 hours.


	Estimated Total Annual Burden Cost: $32,000.


	If you comment on any of these information collection requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov





G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 





H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.





I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.













FW: Need for Regulatory Action Section

		From

		Turner, Amy - EBSA

		To

		Corrigan, Dara (HHS/OHR); Kosin, Donald (HHS/OGC); Mayhew, James A. (CMS/CPC); Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; REWeinheim@aol.com; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Schumacher, Elizabeth - EBSA

		Cc

		Baum, Beth - EBSA

		Recipients

		Dara.Corrigan@hhs.gov; Donald.Kosin@HHS.GOV; James.Mayhew@cms.hhs.gov; Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; REWeinheim@aol.com; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Schumacher.Elizabeth@dol.gov; baum.beth@dol.gov




And here is the rest of the RIA guys.





From: Cantwell, Kathleen (HHS) 
[mailto:kathleen.cantwell@hhs.gov] 
Sent: Friday, June 18, 2010 7:57 
AM
To: Baum, Beth - EBSA; Turner, Amy - EBSA
Subject: FW: 
Need for Regulatory Action Section





Here it is. 


-----Original Message-----
From: 
Cosby, Chris - EBSA [mailto:Cosby.Chris@dol.gov]
Sent: Fri 
6/18/2010 7:25 AM
To: Seshamani, Meena (HHS/ASPE); Kronick, Richard 
(HHS/ASPE/HP); Cantwell, Kathleen (HHS); Piacentini, Joseph - EBSA; Turner, Amy 
- EBSA; Sheingold, Steven (HHS/ASPE); Butikofer, James - EBSA
Subject: Need 
for Regulatory Action Section

Hi Rick and Meena:

The need for 
regulatory action section is attached. Please review, and if it is ok, is there 
any chance we can get this into the latest version. It should go immediately 
after the accounting table. Unfortunately, it is early in the RIA, so later 
sections will need to be renumbered. Please contact me if you have any 
questions.

Best,

Chris



________________________________

From: 
Aguilar, Brenda [mailto:Brenda_Aguilar@omb.eop.gov]
Sent: 
Friday, June 18, 2010 6:42 AM
To: Seshamani, Meena (HHS/ASPE); Kronick, 
Richard (HHS/ASPE/HP); Cantwell, Kathleen (HHS); Piacentini, Joseph - EBSA; 
Cosby, Chris - EBSA
Cc: Sheingold, Steven (HHS/ASPE)
Subject: RE: 
Status



Meena- thx for the heads up.  Will hold off for 
now.



From: Seshamani, Meena (HHS/ASPE) [mailto:Meena.Seshamani@hhs.gov]
Sent: 
Friday, June 18, 2010 6:27 AM
To: Kronick, Richard (HHS/ASPE/HP); Aguilar, 
Brenda; Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov; 
Cosby.Chris@dol.gov
Cc: Sheingold, Steven (HHS/ASPE)
Subject: Re: 
Status



Hi Brenda, hold on using this version. We are going to put 
the new last section in and resend. Thank you!

----- Original Message 
-----
From: Kronick, Richard (HHS/ASPE/HP)
To: Aguilar, Brenda 
<Brenda_Aguilar@omb.eop.gov>; Cantwell, Kathleen (HHS); 
Piacentini.Joseph@dol.gov <Piacentini.Joseph@dol.gov>; Cosby.Chris@dol.gov 
<Cosby.Chris@dol.gov>
Cc: Sheingold, Steven (HHS/ASPE); Seshamani, 
Meena (HHS/ASPE)
Sent: Fri Jun 18 06:20:16 2010
Subject: RE: 
Status

Brenda,
Attached are responses to your passback on the 
RIA.

A few caveats:

1) the requested material on the need for 
regulatory action will be added later this morning
2) as we discussed 
yesterday, we have not edited the accounting table; I think that your office 
volunteered to take a crack at editing that material
3) there is still a 
minor tweak in the PRA needed
4) we have not yet edited the summary section 6 
(which, as you know, came in a separate document yesterday).  We'll be 
talking with you and EOP about this at 8:30 this morning, and I'm sure that 
further direction will come out of that call.
5) with bleary eyes and tight 
timing, all of us need to do an additional review, but I don't anticipate much 
by way of further changes (other than in Sectio 6)
6) we still need to do a 
better job of formatting the tables

Many thanks,
Rick (and everyone 
else)


-----Original Message-----
From: Aguilar, Brenda [mailto:Brenda_Aguilar@omb.eop.gov]
Sent: 
Fri 6/18/2010 5:30 AM
To: Cantwell, Kathleen (HHS); 
Piacentini.Joseph@dol.gov; Cosby.Chris@dol.gov; Kronick, Richard 
(HHS/ASPE/HP)
Subject: Re: Status

Any word on status - when will we 
get something?

________________________________

From: Aguilar, 
Brenda
To: 'Cantwell, Kathleen (HHS)' <kathleen.cantwell@hhs.gov>; 
Piacentini.Joseph@dol.gov <Piacentini.Joseph@dol.gov>; 'Cosby, Chris - 
EBSA' <Cosby.Chris@dol.gov>; Kronick, Richard (HHS/ASPE/HP) 
<Richard.Kronick@hhs.gov>
Sent: Thu Jun 17 22:41:41 2010
Subject: 
Status



Checking in with a nonrandom sample of folks to see what 
the ETA of the revisions is likely to be.  Afraid if I snooze I'll 
lose.



Thanks,

Brenda
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1. Need for Regulatory Action


a. Preexisting condition exclusions


As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   


Preexisting conditions affect millions of Americans
and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer, which affects 11 million Americans,
 to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 


 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  Moreover, before the Affordable Care Act, it was still legal in nine states for individual market health insurance issuers to reject applicants who are survivors of domestic violence, citing the history of domestic violence as a preexisting condition.
  


These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  


b. Lifetime and annual limits.



As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  



These new protections ensure that patients are not confronted with devastating health insurance costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, breast cancer treatment is costly and long-term; therefore, expenses for breast cancer patients are more likely to exceed lifetime and annual limits, leaving them essentially uninsured when they need insurance coverage the most.
 In one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 



These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health insurance coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA Section 2711, Lifetime and Annual Limits, earlier in this preamble.


c. Rescission.



As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  


Prior to the Affordable Care Act, if a person was diagnosed with an expensive condition such as cancer, some issuers, particularly in the individual market, would review his or her initial health status questionnaire. In most states’ individual insurance market, insurance companies could retroactively cancel the entire policy if any condition was missed – even if the medical condition is unrelated, for an inadvertent mistake, and even if the person was not aware of the condition at the time. Coverage could also be revoked for all members of a family, even if only one family member failed to disclose a medical condition.
  


  Prior to the Affordable Care Act, thousands of Americans lost health insurance each year due to rescission.
  A recent Congressional investigation into this practice found nearly 20,000 rescissions from three large insurers over five years, saving them $300 million in medical claims – $300 million that instead had to come out of the pockets of people who thought they were insured, or became bad debt for health care providers.
  Moreover, at least one issuer was found to evaluate employee performance based in part on the amount of money an employee saved the company through rescissions.
 


These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  


d. Patient Protections.



As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.



The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2)   copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 



This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


� Coverage Denied: How the Current Health Insurance System Leaves Millions Behind. http://healthreform.gov/reports/denied_coverage/



� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf



� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html



� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.



� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.



� National Women’s Law Center. Nowhere to Turn: How the Individual Health Insurance Market Fails Women, 2008.



� Health Insurance Reform and Breast Cancer: Making the Health Care System Work for Women.  http://www.healthreform.gov/reports/breastcancer/index.html.



� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.



� Waxman H and Barton J. Memorandum to Members and Staff of the Subcommittee on Oversight and Investigations: Supplemental Information Regarding the Individual Health Insurance Market. June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf



� http://healthreform.gov/reports/denied_coverage/



� Id.



� Id.



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).
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Fw: Need for Regulatory Action Section

		From

		Turner, Amy - EBSA

		To

		Corrigan, Dara (HHS/OHR); Mayhew, James A. (CMS/CPC); Kosin, Donald (HHS/OGC); russell.e.weinheimer@irscounsel.treas.gov; REWeinheim@aol.com; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Baum, Beth - EBSA; Schumacher, Elizabeth - EBSA

		Recipients

		Dara.Corrigan@hhs.gov; James.Mayhew@cms.hhs.gov; Donald.Kosin@HHS.GOV; russell.e.weinheimer@irscounsel.treas.gov; REWeinheim@aol.com; kevin.paul.knopf@gmail.com; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; baum.beth@dol.gov; Schumacher.Elizabeth@dol.gov




Fyi


---------------

  Sent via Blackberry





From: Cosby, Chris - EBSA

To: Seshamani, Meena (HHS/ASPE) <Meena.Seshamani@hhs.gov>; Kronick, Richard (HHS/ASPE/HP) <Richard.Kronick@hhs.gov>; Cantwell, Kathleen (HHS) <kathleen.cantwell@hhs.gov>; Piacentini, Joseph - EBSA; Turner, Amy - EBSA; Sheingold, Steven (HHS/ASPE) <Steven.Sheingold@HHS.GOV>; Butikofer, James - EBSA

Sent: Fri Jun 18 07:25:20 2010
Subject: Need for Regulatory Action Section





Hi Rick and Meena:

 

The need for regulatory action section is attached. 
Please review, and if it is ok, is there any chance we can get this into the 
latest version. It should go immediately after the accounting table. 
Unfortunately, it is early in the RIA, so later sections will need to be 
renumbered. Please contact me if you have any questions.

 

Best,

 

Chris

 

 





From: Aguilar, Brenda 
[mailto:Brenda_Aguilar@omb.eop.gov] 
Sent: Friday, June 18, 2010 6:42 
AM
To: Seshamani, Meena (HHS/ASPE); Kronick, Richard (HHS/ASPE/HP); 
Cantwell, Kathleen (HHS); Piacentini, Joseph - EBSA; Cosby, Chris - 
EBSA
Cc: Sheingold, Steven (HHS/ASPE)
Subject: RE: 
Status






Meena- 
thx for the heads up.  Will hold off for now.



 





From: Seshamani, Meena 
(HHS/ASPE) [mailto:Meena.Seshamani@hhs.gov] 
Sent: Friday, June 18, 
2010 6:27 AM
To: Kronick, Richard (HHS/ASPE/HP); Aguilar, Brenda; 
Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov; 
Cosby.Chris@dol.gov
Cc: Sheingold, Steven 
(HHS/ASPE)
Subject: Re: Status





 



Hi Brenda, hold on 
using this version. We are going to put the new last section in and resend. 
Thank you!

----- Original Message -----
From: Kronick, Richard 
(HHS/ASPE/HP)
To: Aguilar, Brenda <Brenda_Aguilar@omb.eop.gov>; 
Cantwell, Kathleen (HHS); Piacentini.Joseph@dol.gov 
<Piacentini.Joseph@dol.gov>; Cosby.Chris@dol.gov 
<Cosby.Chris@dol.gov>
Cc: Sheingold, Steven (HHS/ASPE); Seshamani, 
Meena (HHS/ASPE)
Sent: Fri Jun 18 06:20:16 2010
Subject: RE: 
Status

Brenda,
Attached are responses to your passback on the 
RIA.

A few caveats:

1) the requested material on the need for 
regulatory action will be added later this morning
2) as we discussed 
yesterday, we have not edited the accounting table; I think that your office 
volunteered to take a crack at editing that material
3) there is still a 
minor tweak in the PRA needed
4) we have not yet edited the summary section 6 
(which, as you know, came in a separate document yesterday).  We'll be 
talking with you and EOP about this at 8:30 this morning, and I'm sure that 
further direction will come out of that call.
5) with bleary eyes and tight 
timing, all of us need to do an additional review, but I don't anticipate much 
by way of further changes (other than in Sectio 6)
6) we still need to do a 
better job of formatting the tables

Many thanks,
Rick (and everyone 
else)


-----Original Message-----
From: Aguilar, Brenda [mailto:Brenda_Aguilar@omb.eop.gov]
Sent: 
Fri 6/18/2010 5:30 AM
To: Cantwell, Kathleen (HHS); 
Piacentini.Joseph@dol.gov; Cosby.Chris@dol.gov; Kronick, Richard 
(HHS/ASPE/HP)
Subject: Re: Status

Any word on status - when will we 
get something?

________________________________

From: Aguilar, 
Brenda
To: 'Cantwell, Kathleen (HHS)' <kathleen.cantwell@hhs.gov>; 
Piacentini.Joseph@dol.gov <Piacentini.Joseph@dol.gov>; 'Cosby, Chris - 
EBSA' <Cosby.Chris@dol.gov>; Kronick, Richard (HHS/ASPE/HP) 
<Richard.Kronick@hhs.gov>
Sent: Thu Jun 17 22:41:41 2010
Subject: 
Status



Checking in with a nonrandom sample of folks to see what 
the ETA of the revisions is likely to be.  Afraid if I snooze I'll 
lose.



Thanks,

Brenda
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1. Need for Regulatory Action


a. Preexisting condition exclusions


As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   


Preexisting conditions affect millions of Americans
and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer, which affects 11 million Americans,
 to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 


 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  Moreover, before the Affordable Care Act, it was still legal in nine states for individual market health insurance issuers to reject applicants who are survivors of domestic violence, citing the history of domestic violence as a preexisting condition.
  


These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  


b. Lifetime and annual limits.



As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  



These new protections ensure that patients are not confronted with devastating health insurance costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, breast cancer treatment is costly and long-term; therefore, expenses for breast cancer patients are more likely to exceed lifetime and annual limits, leaving them essentially uninsured when they need insurance coverage the most.
 In one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 



These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health insurance coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA Section 2711, Lifetime and Annual Limits, earlier in this preamble.


c. Rescission.



As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  


Prior to the Affordable Care Act, if a person was diagnosed with an expensive condition such as cancer, some issuers, particularly in the individual market, would review his or her initial health status questionnaire. In most states’ individual insurance market, insurance companies could retroactively cancel the entire policy if any condition was missed – even if the medical condition is unrelated, for an inadvertent mistake, and even if the person was not aware of the condition at the time. Coverage could also be revoked for all members of a family, even if only one family member failed to disclose a medical condition.
  


  Prior to the Affordable Care Act, thousands of Americans lost health insurance each year due to rescission.
  A recent Congressional investigation into this practice found nearly 20,000 rescissions from three large insurers over five years, saving them $300 million in medical claims – $300 million that instead had to come out of the pockets of people who thought they were insured, or became bad debt for health care providers.
  Moreover, at least one issuer was found to evaluate employee performance based in part on the amount of money an employee saved the company through rescissions.
 


These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  


d. Patient Protections.



As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.



The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2)   copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 



This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


� Coverage Denied: How the Current Health Insurance System Leaves Millions Behind. http://healthreform.gov/reports/denied_coverage/



� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf



� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html



� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.



� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.



� National Women’s Law Center. Nowhere to Turn: How the Individual Health Insurance Market Fails Women, 2008.



� Health Insurance Reform and Breast Cancer: Making the Health Care System Work for Women.  http://www.healthreform.gov/reports/breastcancer/index.html.



� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.



� Waxman H and Barton J. Memorandum to Members and Staff of the Subcommittee on Oversight and Investigations: Supplemental Information Regarding the Individual Health Insurance Market. June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf



� http://healthreform.gov/reports/denied_coverage/



� Id.



� Id.



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).
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Pkg of 4 Overview and Reg Text 6.17.10 5pm Response to OMB Passback

		From

		Baum, Beth - EBSA

		To

		Baum, Beth - EBSA; Benson, Susanna - SOL; Butikofer, James - EBSA; Corrigan, Dara (HHS/OHR); Cosby, Chris - EBSA; Helen.Morrison@do.treas.gov; Karen Levin - HOME; Knopf Kevin - OTP; Kosin, Donald (HHS/OGC); Levin Karen; Mayhew, James A. (CMS/CPC); Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Schumacher, Elizabeth - EBSA; Tawshunsky Alan; Taylor, William - SOL; Turner, Amy - EBSA; Dailey, Joan (HHS/OGC); Stafford, Leslie (HHS/OGC)

		Recipients

		baum.beth@dol.gov; Benson.Susanna@dol.gov; Butikofer.James@dol.gov; Dara.Corrigan@hhs.gov; Cosby.Chris@dol.gov; Helen.Morrison@do.treas.gov; kblevin1@yahoo.com; Kevin.Knopf@do.treas.gov; Donald.Kosin@HHS.GOV; Karen.B.Levin@irscounsel.treas.gov; James.Mayhew@cms.hhs.gov; Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Schumacher.Elizabeth@dol.gov; Alan.Tawshunsky@irscounsel.treas.gov; Taylor.William@dol.gov; Turner.Amy@dol.gov; Joan.Dailey@HHS.GOV; Leslie.Stafford@HHS.GOV






 <<Pkg of 4 Overview and Reg Text 6.17.10 5pm Response to OMB

Passback.doc>> Attached is the draft of the 4-pack that we plan to send

back to OMB this evening in response to their passback.
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[Billing Codes: 4830-01-P; 4510-29-P; 4120-01-P]



DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Parts 54 and 602



TD 


RIN 1545-BJ61


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-AB43     


DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


OCIIO-9994-IFC


45 CFR Parts 144, 146, and 147



RIN 0991-AB69


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.
  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that regulations under section 1302(b) of the Affordable Care Act have not yet been issued.
  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”..
  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert relevant section of the RIA] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  At the same time, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  
Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act 
provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact
.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set in the PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.
  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, 


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.





In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.























D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  
Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  



For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  
Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.



In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  
However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *






Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group
 health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period 
that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. 





























Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group
 health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows
:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part
.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. 


























Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans
 (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



























§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact [the plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections§§ 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.







�OMB: For informational purposes: Do the Departments plan to issue future guidance/regulations for 2014? 







Dept Response: While these rules are self-implementing for individuals over age 19 by 2014, at this point in time, we intend to amend the old preex rules for consistency with these rules for 2014.



�OMB: How would these rules treat the circumstances where individuals are charged extremely high premiums to obtain coverage for preexisting conditions?







Dept Response:  This rule does not address it; however, other provisions in the PHS Act do.



�OMB: In the case of a stand-alone HRA that covers active employees, does the HRA have to meet the restricted annual limit requirements of Sec. 2711?  If so, please note here.







Dept Response:  See inserted language.  interim fihe Departments plan to issue future guidance/regulations for 2014?�����������������������������



�OMB: In cross referencing Sec. 1302 regarding annual limits on “essential health benefits,” and allowing plans to impose limits within the boundaries of good faith, reasonable effort, the regulation appears to allow some leeway to plans to continue imposing such limits even after the benefits in Sec. 1302 are fully specified and defined by subsequent regulation. 







Dept Response: See inserted language.







OMB: What mechanisms exist to ensure that plans comply with the current set of patient protection regulations – including annual limits – once other regulations (such as the definition of annual limits) on which they are contingent are defined?







Dept Response: We discussed this orally.







OMB: Have the departments considered denying qualification for the exchange or other measures of enforcement for plans that do not bring themselves into alignment when subsequent rules specify the current regulations?







Dept Response: We discussed this orally.



�OMB: Would like to understand better how the Departments will enforce this provision prior to publication of a definition for essential health benefits.  Could a plan be retroactively cited for violating section 2711 if  a benefit it places a limit on is later determined to be an essential health benefit? The rule could been seen to imply that anything that is later determined to be essential and was not treated as such will cause the plan to be cited for violation of the rules on restricted annual limits.







Dept Response: We made some edits to the language and discussed this orally.



�OMB: The allowance for an HHS program permitting exceptions to annual limit restrictions in the case of potentially higher premiums or denials of access appears to allow for some scope for plans to escape the purpose of the regulation. Could HHS provide clarification on how this program would define a “significant decrease” in access or a “significant increase” in premiums that would trigger the aforementioned exceptions? Also, is the Department planning to issue regulations to establish the program?







Dept Response: Guidance will be issued in the future.  We do not know what form this guidance will take, but we will be happy to stay in touch with OMB regarding this process.



�OMB: Is there is a word missing here?







Dept Response: We added language.



�OMB: Suggest providing additional clarity on what the Departments would consider fraud and/or intentional misrepresentation.  Additional clarity in the reg text and/or examples could be useful.







Dept Response:  While we do not attempt to define fraud in these regulations, see inserted language.



�OMB: Suggest clarifying that this only applies if the policy is standard.   For instance, if a company rescinds coverage to someone with a pre-existing condition due to untimely payment (by say, a month) but the usual standard is two months, then that still counts as a rescission because that constitutes unequal treatment. 







Dept Response: We discussed this orally.



�OMB: Is there a system in place for the departments to become aware of this? Will there be any oversight of whether insurance plan’s decisions on fraud and misrepresentation are overly broad?







Dept Response: We discussed this orally.



�OMB: Given the decline in primary care providers, we suggest clarifying that it would be okay to designate an internist as your primary provider?  We understand this practice to be common in many areas.







Dept Response: This suggestion to require plans to allow designation of an internist exceeds statutory authority.  Accordingly, this is a plan design issue.



�OMB: �In order to avoid exceedingly high reimbursement for out-of-network emergency services, have the departments considered applying similar methods as used in No. (1) (the median reimbursement to in-network providers) to the calculation of reimbursement amounts in Nos. (2) (usual, customary, and reasonable charges) and (3) (Medicare reimbursement); i.e. applying some method (such as taking the median or a certain percentile) to avoid excessive outliers in reimbursement in one or the other of these categories? 







Dept Response: Items 2 and 3 always result in one amount – so there would not be outliers here that would require a median.



�OMB: �Suggest further clarifying in the preamble how the anti-abuse provision functions, given the permissibility of imposing other cost-sharing requirements such as deductibles or out of pocket maximums.







Dept Response: This is discussed later in the paragraph.



�OMB: �Suggest adding a sentence acknowledging possible impact in inducing plans to raise their out-of-network costs generally.  







Dept Response: We discussed this orally.



�OMB: �Suggest that the agencies’ quote the relevant language demonstrating specific authority for bypassing the APA.







Dept Response: The relevant language is in the first paragraph (immediately above).  We did not quote directly here because the language is slightly different in each of the three statutes (although not in any substantive way), and repeating it three times would seem cumbersome and redundant.



�OMB (original comment A60): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A61): �Should this be here or HHS only? It’s not in the Labor reg text.







Dept Response: The language has been deleted.



�OMB (original comment A62): �What is a contestability period? How does it relate to this provision?







Dept Response: We discussed this orally.



�OMB (original comment A63): �Applicable here, or HHS only?







Dept Response: The language has been deleted.



�OMB (original comment A64): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A65): Example in IRS includes “and applicable regulations” here.  Do these need to be consistent?







Dept Response: We made changes to make these examples consistent.



��OMB (original comment A66): Should 146.111(a)(2), which allows group plans to impose certain pre-existing condition exclusions, also be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A67): Recommend that this suggestion for clarity be included in all 3 reg text sections.







Dept Response: We made revisions to address this comment.



�OMB (original comment A68): Do the Departments have any concern that a  plan could use dramatic variation of emergency services coinsurance rates based on prior notification as a way around the prohibition of prior authorization for emergency services?







Dept Response: We discussed this orally.
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Employee Benefits Security Administration
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RIN 0991-AB69


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.
  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  


Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that regulations under section 1302(b) of the Affordable Care Act have not yet been issued.
  


For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”..
  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert relevant section of the RIA] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  At the same time, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  
Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act 
provide that:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact
.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set in the PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 


These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.
  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.


In addition to setting a new Federal floor standard for rescissions, 


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.





In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.























D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  
Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  



For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  
Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.



In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  
However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *






Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group
 health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period 
that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. 





























Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group
 health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows
:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary of Health and Human Services to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part
.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. 


























Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans
 (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



























§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact [the plan administrator or issuer] at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.



Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections§§ 220(f)(1), (4) and 223(f)(1), (4) of the Code.



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.







�OMB: For informational purposes: Do the Departments plan to issue future guidance/regulations for 2014? 







Dept Response: While these rules are self-implementing for individuals over age 19 by 2014, at this point in time, we intend to amend the old preex rules for consistency with these rules for 2014.



�OMB: How would these rules treat the circumstances where individuals are charged extremely high premiums to obtain coverage for preexisting conditions?







Dept Response:  This rule does not address it; however, other provisions in the PHS Act do.



�OMB: In the case of a stand-alone HRA that covers active employees, does the HRA have to meet the restricted annual limit requirements of Sec. 2711?  If so, please note here.







Dept Response:  See inserted language.  interim fihe Departments plan to issue future guidance/regulations for 2014?�����������������������������



�OMB: In cross referencing Sec. 1302 regarding annual limits on “essential health benefits,” and allowing plans to impose limits within the boundaries of good faith, reasonable effort, the regulation appears to allow some leeway to plans to continue imposing such limits even after the benefits in Sec. 1302 are fully specified and defined by subsequent regulation. 







Dept Response: See inserted language.







OMB: What mechanisms exist to ensure that plans comply with the current set of patient protection regulations – including annual limits – once other regulations (such as the definition of annual limits) on which they are contingent are defined?







Dept Response: We discussed this orally.







OMB: Have the departments considered denying qualification for the exchange or other measures of enforcement for plans that do not bring themselves into alignment when subsequent rules specify the current regulations?







Dept Response: We discussed this orally.



�OMB: Would like to understand better how the Departments will enforce this provision prior to publication of a definition for essential health benefits.  Could a plan be retroactively cited for violating section 2711 if  a benefit it places a limit on is later determined to be an essential health benefit? The rule could been seen to imply that anything that is later determined to be essential and was not treated as such will cause the plan to be cited for violation of the rules on restricted annual limits.







Dept Response: We made some edits to the language and discussed this orally.



�OMB: The allowance for an HHS program permitting exceptions to annual limit restrictions in the case of potentially higher premiums or denials of access appears to allow for some scope for plans to escape the purpose of the regulation. Could HHS provide clarification on how this program would define a “significant decrease” in access or a “significant increase” in premiums that would trigger the aforementioned exceptions? Also, is the Department planning to issue regulations to establish the program?







Dept Response: Guidance will be issued in the future.  We do not know what form this guidance will take, but we will be happy to stay in touch with OMB regarding this process.



�OMB: Is there is a word missing here?







Dept Response: We added language.



�OMB: Suggest providing additional clarity on what the Departments would consider fraud and/or intentional misrepresentation.  Additional clarity in the reg text and/or examples could be useful.







Dept Response:  While we do not attempt to define fraud in these regulations, see inserted language.



�OMB: Suggest clarifying that this only applies if the policy is standard.   For instance, if a company rescinds coverage to someone with a pre-existing condition due to untimely payment (by say, a month) but the usual standard is two months, then that still counts as a rescission because that constitutes unequal treatment. 







Dept Response: We discussed this orally.



�OMB: Is there a system in place for the departments to become aware of this? Will there be any oversight of whether insurance plan’s decisions on fraud and misrepresentation are overly broad?







Dept Response: We discussed this orally.



�OMB: Given the decline in primary care providers, we suggest clarifying that it would be okay to designate an internist as your primary provider?  We understand this practice to be common in many areas.







Dept Response: This suggestion to require plans to allow designation of an internist exceeds statutory authority.  Accordingly, this is a plan design issue.



�OMB: �In order to avoid exceedingly high reimbursement for out-of-network emergency services, have the departments considered applying similar methods as used in No. (1) (the median reimbursement to in-network providers) to the calculation of reimbursement amounts in Nos. (2) (usual, customary, and reasonable charges) and (3) (Medicare reimbursement); i.e. applying some method (such as taking the median or a certain percentile) to avoid excessive outliers in reimbursement in one or the other of these categories? 







Dept Response: Items 2 and 3 always result in one amount – so there would not be outliers here that would require a median.



�OMB: �Suggest further clarifying in the preamble how the anti-abuse provision functions, given the permissibility of imposing other cost-sharing requirements such as deductibles or out of pocket maximums.







Dept Response: This is discussed later in the paragraph.



�OMB: �Suggest adding a sentence acknowledging possible impact in inducing plans to raise their out-of-network costs generally.  







Dept Response: We discussed this orally.



�OMB: �Suggest that the agencies’ quote the relevant language demonstrating specific authority for bypassing the APA.







Dept Response: The relevant language is in the first paragraph (immediately above).  We did not quote directly here because the language is slightly different in each of the three statutes (although not in any substantive way), and repeating it three times would seem cumbersome and redundant.



�OMB (original comment A60): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A61): �Should this be here or HHS only? It’s not in the Labor reg text.







Dept Response: The language has been deleted.



�OMB (original comment A62): �What is a contestability period? How does it relate to this provision?







Dept Response: We discussed this orally.



�OMB (original comment A63): �Applicable here, or HHS only?







Dept Response: The language has been deleted.



�OMB (original comment A64): Should (a)(2) be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A65): Example in IRS includes “and applicable regulations” here.  Do these need to be consistent?







Dept Response: We made changes to make these examples consistent.



��OMB (original comment A66): Should 146.111(a)(2), which allows group plans to impose certain pre-existing condition exclusions, also be deleted?







Dept Response: No, we cannot delete (a)(2) because it still applies until 2014.



�OMB (original comment A67): Recommend that this suggestion for clarity be included in all 3 reg text sections.







Dept Response: We made revisions to address this comment.



�OMB (original comment A68): Do the Departments have any concern that a  plan could use dramatic variation of emergency services coinsurance rates based on prior notification as a way around the prohibition of prior authorization for emergency services?







Dept Response: We discussed this orally.
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RE: HHS Comments: Minibus/High-Five

		From

		Corrigan, Dara (HHS/OHR)

		To

		Cantwell, Kathleen (HHS)

		Cc

		Seshamani, Meena (HHS/OHR); Kronick, Richard (HHS/ASPE/HP); Sheingold, Steven (HHS/ASPE); Mayhew, James A. (CMS/CPC)

		Recipients

		kathleen.cantwell@hhs.gov; Meena.Seshamani@hhs.gov; Richard.Kronick@hhs.gov; Steven.Sheingold@HHS.GOV; James.Mayhew@cms.hhs.gov






Thank you for sending me the ASL and ASFR comments.  Given the time frame that we have, I have answered ASL's questions on the preamble and reg. text below and others can respond to the ria issues (Rick, Meena or Steve).  As you know, we are under severe time constraints and we need to have every comment cleared through three Departments.  We have done the best we can.  




ASL comments:





1.  Page 1--This is an interim final rule with comment.  The federal register has used the title IFR that we used for the prior two consumer protection regulations which also solicited comments.  We need to use the title we have for consistency with what the federal register has done previously.  




2.  The Tri-Department's history is not to include a list of acronyms.


3.  Page 12--statute is cited on page 9 and the stylistic standard for the three departments is to not repeat cites throughout the document.




4.  Page 14--comment taken.


5.  Pages 20--comment taken.


6.  Page 23--comment taken.


7.  Page 30--comment taken changing the title of EMTALA.  We did not take the replacement sentence below that suggested by ASL because the Tri-Department workgroup did not think it clarified the intent.




Thanks so much,





Dara A. Corrigan


Director of Policy Analysis


Office of Health Reform


(202) 401-8401





-----Original Message-----


From: Cantwell, Kathleen (HHS) 


Sent: Wednesday, June 16, 2010 9:45 PM


To: Barco, Evell J. (CMS/OSORA); Fultz-Mimms, Trenesha N. (CMS/OSORA); Cantwell, Kathleen (HHS); Parker, Lisa M. (CMS/OSORA); Converse, Daniel J. (CMS/OSORA); Swann, Renee L. (CMS/OSORA); Mayhew, James A. (CMS/CPC); Miller, Timothy C. (CMS/OSORA); Seshamani, Meena (HHS/ASPE); Corrigan, Dara (HHS/ASPE); Kosin, Donald (HHS/OGC); Smalls, Dawn (HHS/IOS); Kronick, Richard (HHS/ASPE/HP); Sheingold, Steven (HHS/ASPE)




Cc: 'Turner, Amy - EBSA'; 'Weinheimer Russell E'; baum.beth@dol.gov


Subject: HHS Comments: Minibus/High-Five





The following HHS comments have been submitted.





OGC - concur


OIG - concur


ASL - concur with attached comments


ASFR - concur with the comments noted below





 





POLICY COMMENTS 





ASFR understands the tight timeline under which this rule was developed and the difficulty of accurately estimating impacts for the type of complex insurance market changes included in this rule.  However, we were disappointed to see that the impacts section did not attempt to quantify the impact on National Health Expenditures or on Federal expenditures.  We appreciate that premium impacts were included but do not think that they are sufficient on their own and we note that these types of estimates were developed when the HIPAA rules were promulgated.  We understand that at this point it is likely not possible to add these estimates to this rule, but we strongly suggest that these types of estimates be included in future health reform rules to the greatest extent possible.






TECHNICAL COMMENTS





Pre-existing Conditions:


*       On page 11, the following sentence is unclear: "in order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition."  We suggest rewriting this paragraph to include a single sentence that describes the protections for individuals under the age of 19 (that they are protected both from being denied benefits and from being denied enrollment, whether they are or are not currently enrolled in a plan), and omitting the sentence quoted above.  The preceding paragraph has already established that PHSA Sec. 2704 prohibits not just the exclusion of coverage of benefits but also a complete exclusion from such plan or coverage.




*       In estimating the number of affected individuals, the discussion focuses only on the immediate impacts of the protections for children under the age of 19, and does not address adults, who will come under this provision as of January 1, 2014.  If the drafters do not feel that it is possible to estimate the impacted populations at this time because of the other ACA provisions that will also become effective at the same time, it would be helpful to add a note that that part of the provision will be considered more fully in rules implementing other provisions with a 2014 effective date.




*       On page 41, the description notes that the estimate is that very few children, whose parents have ESI, are offered ESI, or who do not live with a parent will become covered but the table on page 42 shows 6,000 children gaining ESI coverage at the medium-take up scenario.  While 6,000 may be considered very few, it may be worth noting that number in the description (or the corresponding percentage assumed), to make it clear that this is not an error in the table.




*       On page 47, in the description of the additional premiums that will likely be charged in non-community rated States - we recommend noting that there may be a change in the extent of rate variation compared to past insurer practices once these preexisting condition protections go into place.  While it may be the case that until now it has been rare for insurers to charge more than twice the standard rate for someone in poor health, that may be because insurers often refuse coverage for applicants in particularly poor health, and if required to offer coverage would face a strong incentive to charge higher rates.  We are comfortable leaving the estimate the same, but think that this caveat should be included.






Prohibiting Discrimination in favor of highly compensated individuals:


*       On page 72, the final sentence in the first full paragraph should also note that if firms discontinue providing more generous benefits to highly compensated individuals, this will also increase tax collections (as these benefits are no longer eligible for a tax break.




 





Rescissions:


*       Page 67 lists two anecdotal cases where severe financial hardships resulted from rescissions: one woman faced more than $129,000 in medical bills and another woman dealt with the prospect of paying a $30,000 deposit for surgery.  Please indicate in the preamble text how representative these two examples are for cases of recessions. For example, is there an indication that these costs are typical for people who experience rescissions? Are the costs close to the median? Are they outliers? It is unclear to the reader how these two examples were chosen and if they are average or extreme cases.




*       Page 68 says, "In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health." Is this statement being made based on the assumption that these individuals have pre-existing conditions or would the premiums go up once they were unhealthy? The next page implies premiums would increase based on pre-existing conditions; however it is unclear if you are referring to the same situation on both pages.  Please clarify the assumptions behind this statement on page 68 in the preamble text.




*       Page 106 says, "The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year." Please clarify how this number was chosen in the preamble text and what the source was.




 


Patient Protections:


*       On pages 24, 142, 162, and 190 please specify that the participating primary care provider must be in network.  This may be implied with the word "participating," however because in-network is specified for pediatricians, and obstetrical or gynecological care, it is confusing if the in-network designation is required for the designating a primary care provider or not.




*       On page 142 and 190, please add the words "that is in network" to section (B), which refers to pediatricians as eligible primary care providers.




*       On page 142 and 190, please add the words "that is in network" to section (C), which refers authorization or referral for obstetrical or gynecological care.




*       Page 143, 167, and 191 lists example language as, "For children, you may designate a pediatrician as the primary care provider." Please add the words "in-network" in front of the word pediatrician.






Overall Effects Section:


*       On page 35, please explain why the estimate is $4.9M for both the 7% and 3% discount rate.  Also, please explain or footnote the source that this estimate is based on.




*       On page 91-92, recommend adding more detail to the discussion of the methodology that was used to calculate the impacts if this is possible.  The current description says that the upper bound was calculated using the individual provisions' potential effects when possible.  What was done when this was not possible?  We recognize that the methodology for these calculations may have been more back of the envelope due to the data constraints and thus that it may not be possible to add a greater discussion here.




*       On page 94, recognizing that the predicted benefits are based strictly on empirical evidence, recommend inserting "likely" or something similar to the last sentence in the first paragraph which reads "The regulations will likely help insurance more effectively protect patients from the financial hardships." 




*       On page 94 (last sentence), same comment as above.  Recommend adding "likely" to "[t]hese reforms will likely increase not only productivity and innovation through entrepreneurship, but also worker wages." 




*       On page 95 (first sentence of first paragraph), same comment as above.  Recommend adding "likely" to "[f]ourth, the Affordable Care Act's policies and interim final regulations to implement them will likely reduce the wasted health system costs due to cost shifting." 




*       On page 97, recommend referencing the earlier description of the methodology used to calculate the premium impacts.  We also recommend reemphasizing the uncertainty of these estimates.




*       On page 97, the components of the total premium impact are described in the text.  Would it be possible to also display this information in a table, either in terms of absolute dollars or in terms of percentage of premiums?  We understand that it may not be possible to describe more precisely than is already done in the text.
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on June 21, 2010.  Therefore, it is important that we receive all
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except  that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits apply differently to certain account based plans, especially where other rules apply to limit the benefits available.  For example, under Section 9005 of the Affordable Care Act the annual amount of salary reduction contributions for health flexible spending arrangements (health FSAs) is specifically limited to $2,500 (indexed for inflation) beginning for taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the related medical benefits be limited.  Health Reimbursement Arrangements (HRAs) are another type of account based health plan and typically consist of a promise by an employer to reimburse up to a certain level of medical expenses during the year, with unused amounts available in future years.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  In the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits. 



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that, to date, regulations under section 1302 of the Affordable Care Act have not yet been issued.  Accordingly, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.   Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition will not cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later determined not to be essential health benefits in future guidance issued under section 1302(b) of the Affordable Care Act.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit taking the position that it was not an essential health benefit and at the same time treat that particular benefit as an essential health benefit by taking it into account for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert section] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  State law applicable to health insurance issuers may provide additional protections with respect to cancellations of coverage.  


These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations largely repeat the statutory standard for rescission with a few clarifications.  However, if the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated 


      Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  Under proposed rules issued December 30, 2004 (69 FR 78800), if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The final regulations under section 105(h) of the Code,
 prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in 1981.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, ranking them by the number of providers with which the rates were negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount from above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  They have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services




Under Executive Order 12866 (58 FR 51735), the Departments must determine whether a regulatory action is “significant” and therefore subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that these rules are significant within the meaning of section 3(f)(1) of the Executive Order, because they are likely to have an annual effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.



			TABLE 1.--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)



a. Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the number of individuals affected by these interim final regulations.  Beginning with the population of individuals age 0-19, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b. Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected and calibrated to 2010 to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a waiting period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


 The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.  



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a waiting period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be a waiting period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small number gaining group coverage.
   



Table 1.2 Estimated number of children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a waiting period requirement).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.



c. Benefits  



The benefits of PHS Act Section 2704 and these interim final rules are expected to far outweigh the costs to the regulated community.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules have the potential to lower families’ health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families experiencing preexisting conditions may be important.  Their personal job-lock circumstances would have left them with few choices, and under these interim final regulations they will not only have increased access to health insurance, but they will also have increased access to opportunities in the labor market, thereby increasing workplace productivity as well.



d. Costs and Transfers



Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Uninsured children with pre-existing conditions have expenditures that are somewhat lower than the average for all children with pre-existing conditions, but it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to health insurance spending.  


As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small.  



The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  However, even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.  In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the potential impact on premiums would be 1 percent or less.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage of their children’s condition without a waiver.  Children in a waiting period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.  



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small.  


2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)



a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 2.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			No Limit


			37%


			38,300,000





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			


			


			





			Small Group


			


			





			No Limit


			48%


			25,200,000





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			


			


			





			Individual


			


			





			No Limit


			11%


			1,100,000





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.


Table 2.2 Percent of plans employing annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 2.3 Number of persons subjected to annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit over their lifespan. 


Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions
; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting.



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services. 



Given the small numbers of people who exceed the benefit limits in the current markets, the Departments anticipate such transfers to be minimal when spread across the insured population, compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in the anticipated plan changes to this interim final rule.  In Section 6, the Departments provide an overall estimate for the premium impacts associated with the various early insurance market provisions of the Affordable Care Act.



In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.



It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing further quantification of these benefits.


e. Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



It is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  



Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).



a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  If an individual appeals the rescission of their health insurance plan or policy, PHS Act section 2719 requires their coverage to remain in effect during the appeals process.




PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live.



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force, which collected data on 52 companies covering the period 2004-2008,
  The NAIC found that rescissions averaged 1.46 per thousand policies in force, or 0.15%.



c. Benefits  




There are many benefits that flow from this interim final rule, which the Departments believe outweigh the costs. To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity and premature death that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  In another case, a woman had to deal with the prospect of paying a $30,000 deposit just prior to surgery after her insurer unexpectedly cancelled her policy.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care. 



d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  The premium increase would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, so the costs would arguably be a useful transfer.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is no longer allowed by the interim final regulation, plans will expand their underwriting practices, potentially leading to increased denials or pre-existing condition riders. This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation. As a result of this uncertainty, the Departments estimated increases in claims paid across a range. If half of the rescissions were eliminated, claim payments are estimated to increase by 0.5 percent; if only one-quarter of the rescissions were eliminated then claim payments would increase by 0.25 percent; and if three-fourths of the rescissions were eliminated then claims payments would increase by 0.75 percent. Further discussion of translation to overall premiums is discussed in Section 6.



4. PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716



a. Summary  


As stated earlier in this preamble, PHS Act section 2716 and these interim final rules incorporate the nondiscrimination rules of section 105(h) of the Internal Revenue Code (Code) and apply them to insured group health plans.  Code section 105(b) generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received to reimburse medical care expenses incurred by the employee for him or herself, or the employee’s spouse, dependents, or children under age 27.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications, or benefits.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals as defined in Code section 105(h).  



Before the enactment of the Affordable Care Act, these rules did not apply to insured group health plans. Therefore, plan sponsors could purchase health insurance policies providing more generous benefits to highly compensated individuals without violating the nondiscrimination rules.



Public Health Service Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  Therefore, highly compensated individuals do not lose a tax benefit but are subject to the enforcement tools in the Public Health Service Act.  Grandfathered insured group health plans are not subject to this provision. 



b. Estimated Number of Affected Entities  



New fully-insured plans only will be affected by this provision if they do not comply with the nondiscrimination rules.  The Departments are unable to estimate the number of new plans that will not be in compliance or the number of participants and dependents covered by such plans.  


c. Benefits


This rule ensures that government tax expenditures are used to provide employer-sponsored benefits for a broad group of employees across the income spectrum, rather than allowing those benefits to be concentrated on highly-paid executives.  The number of non-highly-compensated individuals who would receive greater benefits under this provision depends on the number and size of affected plans. This provision also ensures that self-insured and fully-insured group health plans are subject to the same nondiscrimination standards. Thus, employers will no longer be allowed to provide more generous benefits to highly compensated individuals through the purchase of group health insurance policies without the potential imposition of an excise tax or a civil action to enjoin a noncompliant act or practice or other appropriate equitable relief.



d. Costs and Transfers 


All affected plans will incur a cost to perform Code section 105(h) discrimination testing. The Departments are unable to estimate this cost, because they cannot provide an estimate of the number of plans that will be subject to the provision
 or the cost to a plan to perform discrimination testing.  The Departments request comments on estimating these costs.  Plans that need to make fundamental changes to become compliant could incur substantial costs to implement plan design changes.  



Plan sponsors that make design changes to their plans to become compliant with this rule will make a transfer.  The nature of the transfer depends on the structure of plan modifications. For example, if employers provide equivalent benefits to non- highly-compensated individuals and highly-compensated individuals as a result of this rule by raising the benefits of non-highly-compensated individuals, the transfer would go from the firms to non- highly-compensated individuals.  However, additional health benefits could also lead to lower wages, mitigating such a transfer.  An increase in the number of non- highly-compensated individuals participating in plans may lead to increased tax breaks for health insurance for those non-highly-compensated individuals, representing a transfer from the government to non- highly-compensated individuals.  If firms instead discontinue providing more generous benefits to highly-compensated individuals, the transfer would go from highly-compensated individuals to the firm which may increase wages increased as a result. 



5.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.



A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.



c.  Benefits.  



By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.



d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



5. Transfers Associated with the Rule.  



To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


B.  Coverage of Emergency Services



1. Summary.  



Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  




2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.



The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be negligible.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be extraordinarily small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision.  


C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



D.  Patient Protection Disclosure Requirement



The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.



6. Overall Effects of the Insurance Market Reforms


a. Summary and Methodology.



The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include five of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Two additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  The Departments have estimated the cumulative effect of these provisions, described below.  



The estimated impact on health insurance premiums is cumulative and does not isolate the individual effects of each provision for four reasons.  First, these provisions interact: policies that change the content of coverage will alter the impact of policies that extend such coverage to additional populations in complicated ways that are not necessarily additive.  For example, the law requires new plans to include coverage of recommended preventive services with no cost sharing.  This provision could increase the attractiveness of health insurance for young adults newly eligible for dependent coverage, thus increasing participation.  Its potential short-run costs could increase the number of small business plans that remain grandfathered, limiting its application to people insured through small businesses.  Its long-run benefits could be magnified when combined with the additional coverage provided to children when pre-existing condition exclusions are prohibited in all new plans and group grandfathered plans.  As such, this one policy may increase participation in health insurance for one group (young adults), decrease its application to another group (small business workers), and amplify the benefits for a third group (children).  



Other interactions are also possible.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  Complex interactions make it impossible to model all of the permutations possible with these interactions.  



Second, while each of the provisions addressed in these interim final rules has independent effects on populations and insurance markets, none goes into effect in isolation.  Each health plan and issuer will adopt a set of provisions in its plan year beginning on or after September 23, 2010, depending on its market, plan type, and grandfather status.  Thus, plans and issuers will be considering the totality of the provision in making decisions about health plan modifications that directly affect the implementation of these policies along with other plan design changes such as modifications to deductibles and copayments. There will be no way to track and evaluate the singular impact of each provision in these rules.



Third, plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  As such, it is not possible to predict whether or not a plan remains grandfathered for each provision separately.  



Fourth, estimating these effects cumulatively limits the errors that compound with adding highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations, making exact quantifications of benefits, costs, and transfers difficult.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; behavioral changes by plans and enrollees over time; and take-up rates under different insurance scenarios. 



As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  Therefore, average impacts cannot simply be added to obtain a total impact without considering the greater range of uncertainty.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey require pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 



 
As such, the potential impact on premiums described below was estimated for the entire set of Affordable Care Act insurance provisions that apply to plans effective on or after September 23, 2010.
  The estimates are for a point in time when all of the policies are fully implemented.  This range was calculated for four types of plans: group plans, group grandfathered plans, individual market plans, and individual market grandfathered plans.



The Departments estimated an upper and lower bound for the premium effects of these provisions.  The upper bound was calculated using the component provisions’ potential effects when possible.  These analyses are described earlier in this impact analyses and in previous regulatory impact analyses.  The upper-bound estimate assumes the provisions are largely additive and that there is little behavioral response to downwardly adjust premiums due to competition, insurance oversight, and other pressures.  



The lower-bound estimate was calculated by discounting the upper-bound estimate to take into account the likely downward pressure plus the potential benefits that would result from the provisions in these regulations.  As with the upper bound, individual provisions’ potential benefits were considered in making this calculation.  In addition, evidence on the hard-to-quantify but nonetheless real benefits of these policies was taken into account.  These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.
  A widely cited report by the Institute of Medicine (IOM),
 and a subsequent update by the Urban Institute
 build on these type of estimates to calculate excess deaths resulting from uninsurance.  Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to extending family coverage to adult children and prohibiting pre-existing condition exclusions – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  




A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions exposes the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these regulations is improved worker productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, expanding patient protections, and increasing the use of high-value preventive care will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing worker productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the plan could deny coverage to the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the wasted health system costs due to cost shifting and uncompensated care.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  To calculate the magnitude of this amount, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health and thus higher health care spending, up to half of which may be uncompensated care.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  On the basis of the economics literature on the subject,
 the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers. 




The Departments focus on the premium impact, rather than the national health expenditure effect or health effects, primarily because this is the metric most commonly used in health economics and business management in the health industry.  A final note on the premium impact methodology is that these effects are partially a transfer of existing costs, and partially new costs to the health care system.  As consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  Both of these costs and transfers together will generate a change in premiums.  The proportion attributable to increased costs (i.e., additional demand and utilization of services) versus transfers (i.e., cost-shifting across populations) will depend on the types of populations and services considered.  For emergency services and those less elective in nature, the majority of premium impacts will stem from cost-shifting, while for primary care and preventive services, the Departments expect a larger component of induced demand.




b. Premium effects



The Departments have estimated general ranges of premium changes related to the following provisions: Section 2704, Prohibition of preexisting condition exclusions or other discrimination based on health status; Section 2711, No lifetime or annual limits; Section 2712, Prohibition on rescissions; Section 2713, Coverage of preventive health services; Section 2714, Extension of dependent coverage; 2719, Appeals; and Section 2719A, Patient protections. We note that the regulations are yet to be published for Sections 2713 and 2719. For 2713, the Departments feel that the statutory discretion is limited such that it would not have a substantial impact on already uncertain estimates for the premium impact of requiring coverage of preventive services at no cost-sharing for non-grandfathered health plans. For 2719, the Departments feel that premium impacts would be negligible, although further clarification and estimation of costs such as administrative burden will be delineated with that corresponding regulatory impact analysis.



The upper-bound premium impact of these rules ranges from an increase of less than 1 percent for grandfathered plans to 2 to 3 percent for the group market, to 5 to 6 percent for individual market plans that are not grandfathered.  The lower-bound premium impact analysis suggests that the rules have a negligible effect on grandfathered plans and could increase premiums by 2 percent for group plans and 4 to 5 percent for individual market plans that are not grandfathered.  



Of this total premium impact in the group market, about half of the upper-bound premium impact stems from having new insurance plans cover recommended prevention with no cost sharing.  Congress and the Administration included this benefit in the Affordable Care Act because evidence suggests that cost sharing is a barrier to the use of preventive services which, in the long-run, have the potential to reduce mortality, morbidity, and costs.  While large group plans tend to offer comprehensive preventive services, this is less common in the small group market, and even those group plans that offer prevention often do not do so with zero cost sharing.  To a lesser degree, the addition of dependent coverage affects group coverage premiums; the previous impact analysis estimated that, as a stand-alone policy, it could increase premiums by 0.7 to 1 percent.  The combination of the restricted annual and lifetime limit policies, as described earlier, would have less than a 1 percent premium impact.  And, eliminating benefit exclusions and waiting periods for children with pre-existing conditions would be minimal since the only effect is removing waiting periods and benefit exclusions that are uncommon in this market.  



The larger overall premium impact on individual market plans compared to group plans reflects the fact that group plans tend to include many of the protections that would be newly included in individual market plans, especially in the area of preventive services whose premium effect accounts for two-thirds of the total upper-bound increase of 5 to 6 percent.  The prohibition on pre-existing condition exclusions for children for non-grandfathered individual market plans could be up to 1 percent, more than the group market given the prevalence of underwriting in the individual market.  Similarly, lifetime limits are more prevalent in the individual than in the group market, and thus prohibiting lifetime limits has a larger estimated effect in the individual than in the group market (but still less than 1).  With some of the other provisions, however, the effect on the individual market is smaller than the group market.  This is particularly true for the dependent coverage where, in most states, policy holders will pay separately for each additional adult child they add.  



The premium effect of these regulations on grandfathered plans ranges from negligible to less than 1 percent.  Grandfathered group plans are subject to the same small increases that result from the restricted annual and lifetime limit and pre-existing condition exclusion policy for children.  Individual market plans that are grandfathered are only really affected by the prohibition on lifetime limits which, as described earlier, would increase premiums by less than 1 percent.



These estimates are consistent with other official estimates of the premium effects of the Affordable Care Act.  The Congressional Budget Office included no revenue effect from premium changes in its estimates of the legislation.  The Centers for Medicare and Medicaid Services Office of the Actuary estimated an increase in national health expenditures associated with insuring adult children through their parents’ policies, but stated that the other insurance reforms “would have only a relatively minor upward impact on national health spending.”
  Employer benefit consultants recently reported similar effects, suggesting that the premiums for employer-sponsored insurance would increase by 2 to 3 percent and that the legislation would have “minor impact”.
  



D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.  Paperwork Reduction Act



1. Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov. Although comments may be submitted through [insert date that is 60 days after publication in the Federal Register], OMB requests that comments be received within 30 days of publication of these interim final regulations to ensure their consideration.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded;  therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans
.  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year..



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-New; 1545-New




Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2. Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  



Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–NEW.



Affected Public: For Profit Business.



Respondents: 490


Responses: 56,5,000.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 1,100 hours.



Estimated Total Annual Burden Cost: $27,700.


c. ICR related to Affordable Care Act  Patient Protections Disclosure




As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–NEW.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov



G.  Congressional Review Act



These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, 54.9815-2716T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2716T also issued under 26 U.S.C. 9833. 


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of chapter 100 and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2716T is added to read as follows:


§ 54.9815-2716T Prohibiting discrimination in favor of highly compensated individuals (temporary).



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) and the nondiscriminatory benefits rule of section 105(h)(4) apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5).


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



9. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


10.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2716 is added to subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



8. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, §§ 220(f)(1), (4) and 223(f)(1), (4).



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf



� Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. 



� We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; provide additional references).  However, none of this work is very helpful in estimating the level of take-up the Departments should expect in response to this interim final regulation.  In the absence of strong empirical guidance, we provide a wide range for our assumptions. 



� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.



� The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132



� Ibid.



� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: � HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051" ��http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 



� Uninsured children are at least 70% more likely than insured children to not receive



medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.



� Ibid.



� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: � HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132" ��http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�



� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf



� � HYPERLINK "http://content.healthaffairs.org/cgi/reprint/25/2/w93" ��http://content.healthaffairs.org/cgi/reprint/25/2/w93�, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1



� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4



� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325



� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf



� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf



� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf �http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 



� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 



� From the Departments’ analysis of MEPS data.  



� �HYPERLINK http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 



� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.







� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.



� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.







� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.



� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).



� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf



� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 



� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.



� Numbers calculated from Table 2.4 may differ due to rounding.



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� 2009 Current Population Survey.



� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf



� Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: � HYPERLINK "http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story" ��http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story�. 



� Testimony of Robin Beaton. House Committee on Energy and Commerce, available: http://energycommerce.house.gov/Press_111/20090727/01%20Testimony%20of%20Robin%20Beaton.pdf



� The potential affected population is the estimated number of insured group health plans that relinquished grandfathering; however, the Departments are unable to estimate the subset of those plans that provide discriminatory benefits to highly compensated individuals. Therefore, the Departments cannot estimate the costs.







� Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  



� Kaiser Family Foundation, “Number of HMOs, July 2008,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a" ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a� Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.



� Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.



� See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 �5 (2009). 



� See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�. 



� See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  
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� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [Insert Federal Register cite]
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TD 
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DEPARTMENT OF LABOR
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DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight
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45 CFR Parts 144, 146, and 147



RIN XXXX-XXXX



Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except  that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits apply differently to certain account based plans, especially where other rules apply to limit the benefits available.  For example, under Section 9005 of the Affordable Care Act the annual amount of salary reduction contributions for health flexible spending arrangements (health FSAs) is specifically limited to $2,500 (indexed for inflation) beginning for taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the related medical benefits be limited.  Health Reimbursement Arrangements (HRAs) are another type of account based health plan and typically consist of a promise by an employer to reimburse up to a certain level of medical expenses during the year, with unused amounts available in future years.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  In the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits. 



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that, to date, regulations under section 1302 of the Affordable Care Act have not yet been issued.  Accordingly, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.   Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition will not cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later determined not to be essential health benefits in future guidance issued under section 1302(b) of the Affordable Care Act.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit taking the position that it was not an essential health benefit and at the same time treat that particular benefit as an essential health benefit by taking it into account for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert section] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  State law applicable to health insurance issuers may provide additional protections with respect to cancellations of coverage.  


These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations largely repeat the statutory standard for rescission with a few clarifications.  However, if the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated 


      Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  Under proposed rules issued December 30, 2004 (69 FR 78800), if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The final regulations under section 105(h) of the Code,
 prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in 1981.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, ranking them by the number of providers with which the rates were negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount from above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  They have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services




Under Executive Order 12866 (58 FR 51735), the Departments must determine whether a regulatory action is “significant” and therefore subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that these rules are significant within the meaning of section 3(f)(1) of the Executive Order, because they are likely to have an annual effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.



			TABLE 1.--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)



a. Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the number of individuals affected by these interim final regulations.  Beginning with the population of individuals age 0-19, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b. Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected and calibrated to 2010 to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a waiting period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


 The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.  



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a waiting period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be a waiting period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small number gaining group coverage.
   



Table 1.2 Estimated number of children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a waiting period requirement).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.



c. Benefits  



The benefits of PHS Act Section 2704 and these interim final rules are expected to far outweigh the costs to the regulated community.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules have the potential to lower families’ health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families experiencing preexisting conditions may be important.  Their personal job-lock circumstances would have left them with few choices, and under these interim final regulations they will not only have increased access to health insurance, but they will also have increased access to opportunities in the labor market, thereby increasing workplace productivity as well.



d. Costs and Transfers



Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Uninsured children with pre-existing conditions have expenditures that are somewhat lower than the average for all children with pre-existing conditions, but it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to health insurance spending.  


As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small.  



The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  However, even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.  In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the potential impact on premiums would be 1 percent or less.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage of their children’s condition without a waiver.  Children in a waiting period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.  



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small.  


2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)



a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 2.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			No Limit


			37%


			38,300,000





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			


			


			





			Small Group


			


			





			No Limit


			48%


			25,200,000





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			


			


			





			Individual


			


			





			No Limit


			11%


			1,100,000





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.


Table 2.2 Percent of plans employing annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 2.3 Number of persons subjected to annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit over their lifespan. 


Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions
; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting.



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services. 



Given the small numbers of people who exceed the benefit limits in the current markets, the Departments anticipate such transfers to be minimal when spread across the insured population, compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in the anticipated plan changes to this interim final rule.  In Section 6, the Departments provide an overall estimate for the premium impacts associated with the various early insurance market provisions of the Affordable Care Act.



In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.



It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing further quantification of these benefits.


e. Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



It is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  



Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).



a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  If an individual appeals the rescission of their health insurance plan or policy, PHS Act section 2719 requires their coverage to remain in effect during the appeals process.




PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live.



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force, which collected data on 52 companies covering the period 2004-2008,
  The NAIC found that rescissions averaged 1.46 per thousand policies in force, or 0.15%.



c. Benefits  




There are many benefits that flow from this interim final rule, which the Departments believe outweigh the costs. To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity and premature death that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  In another case, a woman had to deal with the prospect of paying a $30,000 deposit just prior to surgery after her insurer unexpectedly cancelled her policy.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care. 



d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  The premium increase would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, so the costs would arguably be a useful transfer.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is no longer allowed by the interim final regulation, plans will expand their underwriting practices, potentially leading to increased denials or pre-existing condition riders. This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation. As a result of this uncertainty, the Departments estimated increases in claims paid across a range. If half of the rescissions were eliminated, claim payments are estimated to increase by 0.5 percent; if only one-quarter of the rescissions were eliminated then claim payments would increase by 0.25 percent; and if three-fourths of the rescissions were eliminated then claims payments would increase by 0.75 percent. Further discussion of translation to overall premiums is discussed in Section 6.



4. PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716



a. Summary  


As stated earlier in this preamble, PHS Act section 2716 and these interim final rules incorporate the nondiscrimination rules of section 105(h) of the Internal Revenue Code (Code) and apply them to insured group health plans.  Code section 105(b) generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received to reimburse medical care expenses incurred by the employee for him or herself, or the employee’s spouse, dependents, or children under age 27.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications, or benefits.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals as defined in Code section 105(h).  



Before the enactment of the Affordable Care Act, these rules did not apply to insured group health plans. Therefore, plan sponsors could purchase health insurance policies providing more generous benefits to highly compensated individuals without violating the nondiscrimination rules.



Public Health Service Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  Therefore, highly compensated individuals do not lose a tax benefit but are subject to the enforcement tools in the Public Health Service Act.  Grandfathered insured group health plans are not subject to this provision. 



b. Estimated Number of Affected Entities  



New fully-insured plans only will be affected by this provision if they do not comply with the nondiscrimination rules.  The Departments are unable to estimate the number of new plans that will not be in compliance or the number of participants and dependents covered by such plans.  


c. Benefits


This rule ensures that government tax expenditures are used to provide employer-sponsored benefits for a broad group of employees across the income spectrum, rather than allowing those benefits to be concentrated on highly-paid executives.  The number of non-highly-compensated individuals who would receive greater benefits under this provision depends on the number and size of affected plans. This provision also ensures that self-insured and fully-insured group health plans are subject to the same nondiscrimination standards. Thus, employers will no longer be allowed to provide more generous benefits to highly compensated individuals through the purchase of group health insurance policies without the potential imposition of an excise tax or a civil action to enjoin a noncompliant act or practice or other appropriate equitable relief.



d. Costs and Transfers 


All affected plans will incur a cost to perform Code section 105(h) discrimination testing. The Departments are unable to estimate this cost, because they cannot provide an estimate of the number of plans that will be subject to the provision
 or the cost to a plan to perform discrimination testing.  The Departments request comments on estimating these costs.  Plans that need to make fundamental changes to become compliant could incur substantial costs to implement plan design changes.  



Plan sponsors that make design changes to their plans to become compliant with this rule will make a transfer.  The nature of the transfer depends on the structure of plan modifications. For example, if employers provide equivalent benefits to non- highly-compensated individuals and highly-compensated individuals as a result of this rule by raising the benefits of non-highly-compensated individuals, the transfer would go from the firms to non- highly-compensated individuals.  However, additional health benefits could also lead to lower wages, mitigating such a transfer.  An increase in the number of non- highly-compensated individuals participating in plans may lead to increased tax breaks for health insurance for those non-highly-compensated individuals, representing a transfer from the government to non- highly-compensated individuals.  If firms instead discontinue providing more generous benefits to highly-compensated individuals, the transfer would go from highly-compensated individuals to the firm which may increase wages increased as a result. 



5.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.



A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.



c.  Benefits.  



By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.



d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



5. Transfers Associated with the Rule.  



To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


B.  Coverage of Emergency Services



1. Summary.  



Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  




2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.



The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be negligible.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be extraordinarily small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision.  


C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



D.  Patient Protection Disclosure Requirement



The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.



6. Overall Effects of the Insurance Market Reforms


a. Summary and Methodology.



The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include five of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Two additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  The Departments have estimated the cumulative effect of these provisions, described below.  



The estimated impact on health insurance premiums is cumulative and does not isolate the individual effects of each provision for four reasons.  First, these provisions interact: policies that change the content of coverage will alter the impact of policies that extend such coverage to additional populations in complicated ways that are not necessarily additive.  For example, the law requires new plans to include coverage of recommended preventive services with no cost sharing.  This provision could increase the attractiveness of health insurance for young adults newly eligible for dependent coverage, thus increasing participation.  Its potential short-run costs could increase the number of small business plans that remain grandfathered, limiting its application to people insured through small businesses.  Its long-run benefits could be magnified when combined with the additional coverage provided to children when pre-existing condition exclusions are prohibited in all new plans and group grandfathered plans.  As such, this one policy may increase participation in health insurance for one group (young adults), decrease its application to another group (small business workers), and amplify the benefits for a third group (children).  



Other interactions are also possible.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  Complex interactions make it impossible to model all of the permutations possible with these interactions.  



Second, while each of the provisions addressed in these interim final rules has independent effects on populations and insurance markets, none goes into effect in isolation.  Each health plan and issuer will adopt a set of provisions in its plan year beginning on or after September 23, 2010, depending on its market, plan type, and grandfather status.  Thus, plans and issuers will be considering the totality of the provision in making decisions about health plan modifications that directly affect the implementation of these policies along with other plan design changes such as modifications to deductibles and copayments. There will be no way to track and evaluate the singular impact of each provision in these rules.



Third, plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  As such, it is not possible to predict whether or not a plan remains grandfathered for each provision separately.  



Fourth, estimating these effects cumulatively limits the errors that compound with adding highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations, making exact quantifications of benefits, costs, and transfers difficult.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; behavioral changes by plans and enrollees over time; and take-up rates under different insurance scenarios. 



As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  Therefore, average impacts cannot simply be added to obtain a total impact without considering the greater range of uncertainty.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey require pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 



 
As such, the potential impact on premiums described below was estimated for the entire set of Affordable Care Act insurance provisions that apply to plans effective on or after September 23, 2010.
  The estimates are for a point in time when all of the policies are fully implemented.  This range was calculated for four types of plans: group plans, group grandfathered plans, individual market plans, and individual market grandfathered plans.



The Departments estimated an upper and lower bound for the premium effects of these provisions.  The upper bound was calculated using the component provisions’ potential effects when possible.  These analyses are described earlier in this impact analyses and in previous regulatory impact analyses.  The upper-bound estimate assumes the provisions are largely additive and that there is little behavioral response to downwardly adjust premiums due to competition, insurance oversight, and other pressures.  



The lower-bound estimate was calculated by discounting the upper-bound estimate to take into account the likely downward pressure plus the potential benefits that would result from the provisions in these regulations.  As with the upper bound, individual provisions’ potential benefits were considered in making this calculation.  In addition, evidence on the hard-to-quantify but nonetheless real benefits of these policies was taken into account.  These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.
  A widely cited report by the Institute of Medicine (IOM),
 and a subsequent update by the Urban Institute
 build on these type of estimates to calculate excess deaths resulting from uninsurance.  Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to extending family coverage to adult children and prohibiting pre-existing condition exclusions – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  




A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions exposes the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these regulations is improved worker productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, expanding patient protections, and increasing the use of high-value preventive care will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing worker productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the plan could deny coverage to the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the wasted health system costs due to cost shifting and uncompensated care.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  To calculate the magnitude of this amount, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health and thus higher health care spending, up to half of which may be uncompensated care.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  On the basis of the economics literature on the subject,
 the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers. 




The Departments focus on the premium impact, rather than the national health expenditure effect or health effects, primarily because this is the metric most commonly used in health economics and business management in the health industry.  A final note on the premium impact methodology is that these effects are partially a transfer of existing costs, and partially new costs to the health care system.  As consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  Both of these costs and transfers together will generate a change in premiums.  The proportion attributable to increased costs (i.e., additional demand and utilization of services) versus transfers (i.e., cost-shifting across populations) will depend on the types of populations and services considered.  For emergency services and those less elective in nature, the majority of premium impacts will stem from cost-shifting, while for primary care and preventive services, the Departments expect a larger component of induced demand.




b. Premium effects



The Departments have estimated general ranges of premium changes related to the following provisions: Section 2704, Prohibition of preexisting condition exclusions or other discrimination based on health status; Section 2711, No lifetime or annual limits; Section 2712, Prohibition on rescissions; Section 2713, Coverage of preventive health services; Section 2714, Extension of dependent coverage; 2719, Appeals; and Section 2719A, Patient protections. We note that the regulations are yet to be published for Sections 2713 and 2719. For 2713, the Departments feel that the statutory discretion is limited such that it would not have a substantial impact on already uncertain estimates for the premium impact of requiring coverage of preventive services at no cost-sharing for non-grandfathered health plans. For 2719, the Departments feel that premium impacts would be negligible, although further clarification and estimation of costs such as administrative burden will be delineated with that corresponding regulatory impact analysis.



The upper-bound premium impact of these rules ranges from an increase of less than 1 percent for grandfathered plans to 2 to 3 percent for the group market, to 5 to 6 percent for individual market plans that are not grandfathered.  The lower-bound premium impact analysis suggests that the rules have a negligible effect on grandfathered plans and could increase premiums by 2 percent for group plans and 4 to 5 percent for individual market plans that are not grandfathered.  



Of this total premium impact in the group market, about half of the upper-bound premium impact stems from having new insurance plans cover recommended prevention with no cost sharing.  Congress and the Administration included this benefit in the Affordable Care Act because evidence suggests that cost sharing is a barrier to the use of preventive services which, in the long-run, have the potential to reduce mortality, morbidity, and costs.  While large group plans tend to offer comprehensive preventive services, this is less common in the small group market, and even those group plans that offer prevention often do not do so with zero cost sharing.  To a lesser degree, the addition of dependent coverage affects group coverage premiums; the previous impact analysis estimated that, as a stand-alone policy, it could increase premiums by 0.7 to 1 percent.  The combination of the restricted annual and lifetime limit policies, as described earlier, would have less than a 1 percent premium impact.  And, eliminating benefit exclusions and waiting periods for children with pre-existing conditions would be minimal since the only effect is removing waiting periods and benefit exclusions that are uncommon in this market.  



The larger overall premium impact on individual market plans compared to group plans reflects the fact that group plans tend to include many of the protections that would be newly included in individual market plans, especially in the area of preventive services whose premium effect accounts for two-thirds of the total upper-bound increase of 5 to 6 percent.  The prohibition on pre-existing condition exclusions for children for non-grandfathered individual market plans could be up to 1 percent, more than the group market given the prevalence of underwriting in the individual market.  Similarly, lifetime limits are more prevalent in the individual than in the group market, and thus prohibiting lifetime limits has a larger estimated effect in the individual than in the group market (but still less than 1).  With some of the other provisions, however, the effect on the individual market is smaller than the group market.  This is particularly true for the dependent coverage where, in most states, policy holders will pay separately for each additional adult child they add.  



The premium effect of these regulations on grandfathered plans ranges from negligible to less than 1 percent.  Grandfathered group plans are subject to the same small increases that result from the restricted annual and lifetime limit and pre-existing condition exclusion policy for children.  Individual market plans that are grandfathered are only really affected by the prohibition on lifetime limits which, as described earlier, would increase premiums by less than 1 percent.



These estimates are consistent with other official estimates of the premium effects of the Affordable Care Act.  The Congressional Budget Office included no revenue effect from premium changes in its estimates of the legislation.  The Centers for Medicare and Medicaid Services Office of the Actuary estimated an increase in national health expenditures associated with insuring adult children through their parents’ policies, but stated that the other insurance reforms “would have only a relatively minor upward impact on national health spending.”
  Employer benefit consultants recently reported similar effects, suggesting that the premiums for employer-sponsored insurance would increase by 2 to 3 percent and that the legislation would have “minor impact”.
  



D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.  Paperwork Reduction Act



1. Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov. Although comments may be submitted through [insert date that is 60 days after publication in the Federal Register], OMB requests that comments be received within 30 days of publication of these interim final regulations to ensure their consideration.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded;  therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans
.  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year..



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-New; 1545-New




Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2. Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  



Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–NEW.



Affected Public: For Profit Business.



Respondents: 490


Responses: 56,5,000.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 1,100 hours.



Estimated Total Annual Burden Cost: $27,700.


c. ICR related to Affordable Care Act  Patient Protections Disclosure




As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–NEW.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov



G.  Congressional Review Act



These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, 54.9815-2716T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2716T also issued under 26 U.S.C. 9833. 


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of chapter 100 and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2716T is added to read as follows:


§ 54.9815-2716T Prohibiting discrimination in favor of highly compensated individuals (temporary).



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) and the nondiscriminatory benefits rule of section 105(h)(4) apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5).


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



9. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


10.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2716 is added to subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



8. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, §§ 220(f)(1), (4) and 223(f)(1), (4).



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf



� Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. 



� We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; provide additional references).  However, none of this work is very helpful in estimating the level of take-up the Departments should expect in response to this interim final regulation.  In the absence of strong empirical guidance, we provide a wide range for our assumptions. 



� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.



� The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132



� Ibid.



� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: � HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051" ��http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 



� Uninsured children are at least 70% more likely than insured children to not receive



medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.



� Ibid.



� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: � HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132" ��http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�



� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf



� � HYPERLINK "http://content.healthaffairs.org/cgi/reprint/25/2/w93" ��http://content.healthaffairs.org/cgi/reprint/25/2/w93�, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1



� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4



� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325



� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf



� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf



� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf �http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 



� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 



� From the Departments’ analysis of MEPS data.  



� �HYPERLINK http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 



� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.







� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.



� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.







� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.



� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).



� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf



� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 



� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.



� Numbers calculated from Table 2.4 may differ due to rounding.



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� 2009 Current Population Survey.



� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf



� Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: � HYPERLINK "http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story" ��http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story�. 



� Testimony of Robin Beaton. House Committee on Energy and Commerce, available: http://energycommerce.house.gov/Press_111/20090727/01%20Testimony%20of%20Robin%20Beaton.pdf



� The potential affected population is the estimated number of insured group health plans that relinquished grandfathering; however, the Departments are unable to estimate the subset of those plans that provide discriminatory benefits to highly compensated individuals. Therefore, the Departments cannot estimate the costs.







� Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  



� Kaiser Family Foundation, “Number of HMOs, July 2008,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a" ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a� Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.



� Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.



� See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 �5 (2009). 



� See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�. 



� See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  



� Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  



� Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).



� Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).



� Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”



� Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” 



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� There is no data available to estimate the number of plans that fall into this category.



� See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care



of Newborns, Infants, Children, Adolescents, and Young Adults,” available at � HYPERLINK "http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf" ��http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf�.  



� For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7" ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7�.



� Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”



� “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at � HYPERLINK "http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm" ��http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm�.



� Ibid.



� http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf



� For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.



� See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  



� See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at � HYPERLINK "http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf" ��http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf�. 



� See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.



� Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114" ��http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114�



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.



� See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.



� Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  



� BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.



� Note that while the medical loss ratio reporting requirement takes effect for plan years effective on or after September 23, 2010, its rebate requirement is not effective until January 1, 2011.  As such, this analysis does not include this provision.



� See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). 



� Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. �HYPERLINK "http://books.nap.edu/openbook.php?record_id=10367&page=R1"�http://books.nap.edu/openbook.php?record_id=10367&page=R1�. 



� Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.



 �HYPERLINK "http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf"�http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf�.  



� Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.



� David Himmelstein et al, 2009.



� Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).



� Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).



� Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.



� Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.



� Walecia Konrad. June 11, 2010. “What to Expect in Next Year’s Health Benefit Offerings,” The New York Times. PriceWaterHouse Coopers. June 2010. Behind the Numbers.



� The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 







� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [Insert Federal Register cite]



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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Clearance
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Urgency:  This interim final rule is scheduled for publication
on June 21, 2010.  Therefore, it is important that we receive all
clearances timely.  Thank you, in advance, for your prompt response.




 




The subject document is attached
for your review and clearance.  If you are the regulations coordinator,
please clear the document through all divisions in your center or office, even
if your center or office is the lead policy component for the document. 
Please forward your responses to the CMS Coordination_Regs_OSORA Outlook
mailbox by COB on June 16, 2010.  Electronic markups should
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"Track Changes" feature in MS Word.  If you are providing
comments electronically, save your comments with your component's acronym in
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regulations implementing the rules for group health plans and health insurance
coverage in the group and individual markets under provisions of the Patient
Protection and Affordable Care Act regarding preexisting condition exclusions,
lifetime and annual dollar limits on benefits, rescissions, prohibition on
discrimination in favor of highly compensated individuals, patient protections,
and non-federal governmental plans.    
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RIN XXXX-XXXX



Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except  that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits apply differently to certain account based plans, especially where other rules apply to limit the benefits available.  For example, under Section 9005 of the Affordable Care Act the annual amount of salary reduction contributions for health flexible spending arrangements (health FSAs) is specifically limited to $2,500 (indexed for inflation) beginning for taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the related medical benefits be limited.  Health Reimbursement Arrangements (HRAs) are another type of account based health plan and typically consist of a promise by an employer to reimburse up to a certain level of medical expenses during the year, with unused amounts available in future years.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  In the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits. 



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that, to date, regulations under section 1302 of the Affordable Care Act have not yet been issued.  Accordingly, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.   Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition will not cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later determined not to be essential health benefits in future guidance issued under section 1302(b) of the Affordable Care Act.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit taking the position that it was not an essential health benefit and at the same time treat that particular benefit as an essential health benefit by taking it into account for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert section] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  State law applicable to health insurance issuers may provide additional protections with respect to cancellations of coverage.  


These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations largely repeat the statutory standard for rescission with a few clarifications.  However, if the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated 


      Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  Under proposed rules issued December 30, 2004 (69 FR 78800), if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The final regulations under section 105(h) of the Code,
 prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in 1981.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, ranking them by the number of providers with which the rates were negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount from above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  They have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services




Under Executive Order 12866 (58 FR 51735), the Departments must determine whether a regulatory action is “significant” and therefore subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that these rules are significant within the meaning of section 3(f)(1) of the Executive Order, because they are likely to have an annual effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.



			TABLE 1.--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)



a. Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the number of individuals affected by these interim final regulations.  Beginning with the population of individuals age 0-19, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b. Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected and calibrated to 2010 to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a waiting period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


 The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.  



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a waiting period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be a waiting period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small number gaining group coverage.
   



Table 1.2 Estimated number of children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a waiting period requirement).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.



c. Benefits  



The benefits of PHS Act Section 2704 and these interim final rules are expected to far outweigh the costs to the regulated community.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules have the potential to lower families’ health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families experiencing preexisting conditions may be important.  Their personal job-lock circumstances would have left them with few choices, and under these interim final regulations they will not only have increased access to health insurance, but they will also have increased access to opportunities in the labor market, thereby increasing workplace productivity as well.



d. Costs and Transfers



Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Uninsured children with pre-existing conditions have expenditures that are somewhat lower than the average for all children with pre-existing conditions, but it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to health insurance spending.  


As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small.  



The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  However, even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.  In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the potential impact on premiums would be 1 percent or less.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage of their children’s condition without a waiver.  Children in a waiting period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.  



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small.  


2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)



a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 2.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			No Limit


			37%


			38,300,000





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			


			


			





			Small Group


			


			





			No Limit


			48%


			25,200,000





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			


			


			





			Individual


			


			





			No Limit


			11%


			1,100,000





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.


Table 2.2 Percent of plans employing annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 2.3 Number of persons subjected to annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit over their lifespan. 


Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions
; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting.



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services. 



Given the small numbers of people who exceed the benefit limits in the current markets, the Departments anticipate such transfers to be minimal when spread across the insured population, compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in the anticipated plan changes to this interim final rule.  In Section 6, the Departments provide an overall estimate for the premium impacts associated with the various early insurance market provisions of the Affordable Care Act.



In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.



It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing further quantification of these benefits.


e. Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



It is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  



Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).



a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  If an individual appeals the rescission of their health insurance plan or policy, PHS Act section 2719 requires their coverage to remain in effect during the appeals process.




PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live.



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force, which collected data on 52 companies covering the period 2004-2008,
  The NAIC found that rescissions averaged 1.46 per thousand policies in force, or 0.15%.



c. Benefits  




There are many benefits that flow from this interim final rule, which the Departments believe outweigh the costs. To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity and premature death that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  In another case, a woman had to deal with the prospect of paying a $30,000 deposit just prior to surgery after her insurer unexpectedly cancelled her policy.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care. 



d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  The premium increase would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, so the costs would arguably be a useful transfer.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is no longer allowed by the interim final regulation, plans will expand their underwriting practices, potentially leading to increased denials or pre-existing condition riders. This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation. As a result of this uncertainty, the Departments estimated increases in claims paid across a range. If half of the rescissions were eliminated, claim payments are estimated to increase by 0.5 percent; if only one-quarter of the rescissions were eliminated then claim payments would increase by 0.25 percent; and if three-fourths of the rescissions were eliminated then claims payments would increase by 0.75 percent. Further discussion of translation to overall premiums is discussed in Section 6.



4. PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716



a. Summary  


As stated earlier in this preamble, PHS Act section 2716 and these interim final rules incorporate the nondiscrimination rules of section 105(h) of the Internal Revenue Code (Code) and apply them to insured group health plans.  Code section 105(b) generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received to reimburse medical care expenses incurred by the employee for him or herself, or the employee’s spouse, dependents, or children under age 27.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications, or benefits.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals as defined in Code section 105(h).  



Before the enactment of the Affordable Care Act, these rules did not apply to insured group health plans. Therefore, plan sponsors could purchase health insurance policies providing more generous benefits to highly compensated individuals without violating the nondiscrimination rules.



Public Health Service Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  Therefore, highly compensated individuals do not lose a tax benefit but are subject to the enforcement tools in the Public Health Service Act.  Grandfathered insured group health plans are not subject to this provision. 



b. Estimated Number of Affected Entities  



New fully-insured plans only will be affected by this provision if they do not comply with the nondiscrimination rules.  The Departments are unable to estimate the number of new plans that will not be in compliance or the number of participants and dependents covered by such plans.  


c. Benefits


This rule ensures that government tax expenditures are used to provide employer-sponsored benefits for a broad group of employees across the income spectrum, rather than allowing those benefits to be concentrated on highly-paid executives.  The number of non-highly-compensated individuals who would receive greater benefits under this provision depends on the number and size of affected plans. This provision also ensures that self-insured and fully-insured group health plans are subject to the same nondiscrimination standards. Thus, employers will no longer be allowed to provide more generous benefits to highly compensated individuals through the purchase of group health insurance policies without the potential imposition of an excise tax or a civil action to enjoin a noncompliant act or practice or other appropriate equitable relief.



d. Costs and Transfers 


All affected plans will incur a cost to perform Code section 105(h) discrimination testing. The Departments are unable to estimate this cost, because they cannot provide an estimate of the number of plans that will be subject to the provision
 or the cost to a plan to perform discrimination testing.  The Departments request comments on estimating these costs.  Plans that need to make fundamental changes to become compliant could incur substantial costs to implement plan design changes.  



Plan sponsors that make design changes to their plans to become compliant with this rule will make a transfer.  The nature of the transfer depends on the structure of plan modifications. For example, if employers provide equivalent benefits to non- highly-compensated individuals and highly-compensated individuals as a result of this rule by raising the benefits of non-highly-compensated individuals, the transfer would go from the firms to non- highly-compensated individuals.  However, additional health benefits could also lead to lower wages, mitigating such a transfer.  An increase in the number of non- highly-compensated individuals participating in plans may lead to increased tax breaks for health insurance for those non-highly-compensated individuals, representing a transfer from the government to non- highly-compensated individuals.  If firms instead discontinue providing more generous benefits to highly-compensated individuals, the transfer would go from highly-compensated individuals to the firm which may increase wages increased as a result. 



5.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.



A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.



c.  Benefits.  



By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.



d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



5. Transfers Associated with the Rule.  



To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


B.  Coverage of Emergency Services



1. Summary.  



Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  




2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.



The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be negligible.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be extraordinarily small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision.  


C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



D.  Patient Protection Disclosure Requirement



The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.



6. Overall Effects of the Insurance Market Reforms


a. Summary and Methodology.



The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include five of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Two additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  The Departments have estimated the cumulative effect of these provisions, described below.  



The estimated impact on health insurance premiums is cumulative and does not isolate the individual effects of each provision for four reasons.  First, these provisions interact: policies that change the content of coverage will alter the impact of policies that extend such coverage to additional populations in complicated ways that are not necessarily additive.  For example, the law requires new plans to include coverage of recommended preventive services with no cost sharing.  This provision could increase the attractiveness of health insurance for young adults newly eligible for dependent coverage, thus increasing participation.  Its potential short-run costs could increase the number of small business plans that remain grandfathered, limiting its application to people insured through small businesses.  Its long-run benefits could be magnified when combined with the additional coverage provided to children when pre-existing condition exclusions are prohibited in all new plans and group grandfathered plans.  As such, this one policy may increase participation in health insurance for one group (young adults), decrease its application to another group (small business workers), and amplify the benefits for a third group (children).  



Other interactions are also possible.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  Complex interactions make it impossible to model all of the permutations possible with these interactions.  



Second, while each of the provisions addressed in these interim final rules has independent effects on populations and insurance markets, none goes into effect in isolation.  Each health plan and issuer will adopt a set of provisions in its plan year beginning on or after September 23, 2010, depending on its market, plan type, and grandfather status.  Thus, plans and issuers will be considering the totality of the provision in making decisions about health plan modifications that directly affect the implementation of these policies along with other plan design changes such as modifications to deductibles and copayments. There will be no way to track and evaluate the singular impact of each provision in these rules.



Third, plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  As such, it is not possible to predict whether or not a plan remains grandfathered for each provision separately.  



Fourth, estimating these effects cumulatively limits the errors that compound with adding highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations, making exact quantifications of benefits, costs, and transfers difficult.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; behavioral changes by plans and enrollees over time; and take-up rates under different insurance scenarios. 



As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  Therefore, average impacts cannot simply be added to obtain a total impact without considering the greater range of uncertainty.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey require pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 



 
As such, the potential impact on premiums described below was estimated for the entire set of Affordable Care Act insurance provisions that apply to plans effective on or after September 23, 2010.
  The estimates are for a point in time when all of the policies are fully implemented.  This range was calculated for four types of plans: group plans, group grandfathered plans, individual market plans, and individual market grandfathered plans.



The Departments estimated an upper and lower bound for the premium effects of these provisions.  The upper bound was calculated using the component provisions’ potential effects when possible.  These analyses are described earlier in this impact analyses and in previous regulatory impact analyses.  The upper-bound estimate assumes the provisions are largely additive and that there is little behavioral response to downwardly adjust premiums due to competition, insurance oversight, and other pressures.  



The lower-bound estimate was calculated by discounting the upper-bound estimate to take into account the likely downward pressure plus the potential benefits that would result from the provisions in these regulations.  As with the upper bound, individual provisions’ potential benefits were considered in making this calculation.  In addition, evidence on the hard-to-quantify but nonetheless real benefits of these policies was taken into account.  These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.
  A widely cited report by the Institute of Medicine (IOM),
 and a subsequent update by the Urban Institute
 build on these type of estimates to calculate excess deaths resulting from uninsurance.  Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to extending family coverage to adult children and prohibiting pre-existing condition exclusions – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  




A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions exposes the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these regulations is improved worker productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, expanding patient protections, and increasing the use of high-value preventive care will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing worker productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the plan could deny coverage to the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the wasted health system costs due to cost shifting and uncompensated care.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  To calculate the magnitude of this amount, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health and thus higher health care spending, up to half of which may be uncompensated care.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  On the basis of the economics literature on the subject,
 the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers. 




The Departments focus on the premium impact, rather than the national health expenditure effect or health effects, primarily because this is the metric most commonly used in health economics and business management in the health industry.  A final note on the premium impact methodology is that these effects are partially a transfer of existing costs, and partially new costs to the health care system.  As consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  Both of these costs and transfers together will generate a change in premiums.  The proportion attributable to increased costs (i.e., additional demand and utilization of services) versus transfers (i.e., cost-shifting across populations) will depend on the types of populations and services considered.  For emergency services and those less elective in nature, the majority of premium impacts will stem from cost-shifting, while for primary care and preventive services, the Departments expect a larger component of induced demand.




b. Premium effects



The Departments have estimated general ranges of premium changes related to the following provisions: Section 2704, Prohibition of preexisting condition exclusions or other discrimination based on health status; Section 2711, No lifetime or annual limits; Section 2712, Prohibition on rescissions; Section 2713, Coverage of preventive health services; Section 2714, Extension of dependent coverage; 2719, Appeals; and Section 2719A, Patient protections. We note that the regulations are yet to be published for Sections 2713 and 2719. For 2713, the Departments feel that the statutory discretion is limited such that it would not have a substantial impact on already uncertain estimates for the premium impact of requiring coverage of preventive services at no cost-sharing for non-grandfathered health plans. For 2719, the Departments feel that premium impacts would be negligible, although further clarification and estimation of costs such as administrative burden will be delineated with that corresponding regulatory impact analysis.



The upper-bound premium impact of these rules ranges from an increase of less than 1 percent for grandfathered plans to 2 to 3 percent for the group market, to 5 to 6 percent for individual market plans that are not grandfathered.  The lower-bound premium impact analysis suggests that the rules have a negligible effect on grandfathered plans and could increase premiums by 2 percent for group plans and 4 to 5 percent for individual market plans that are not grandfathered.  



Of this total premium impact in the group market, about half of the upper-bound premium impact stems from having new insurance plans cover recommended prevention with no cost sharing.  Congress and the Administration included this benefit in the Affordable Care Act because evidence suggests that cost sharing is a barrier to the use of preventive services which, in the long-run, have the potential to reduce mortality, morbidity, and costs.  While large group plans tend to offer comprehensive preventive services, this is less common in the small group market, and even those group plans that offer prevention often do not do so with zero cost sharing.  To a lesser degree, the addition of dependent coverage affects group coverage premiums; the previous impact analysis estimated that, as a stand-alone policy, it could increase premiums by 0.7 to 1 percent.  The combination of the restricted annual and lifetime limit policies, as described earlier, would have less than a 1 percent premium impact.  And, eliminating benefit exclusions and waiting periods for children with pre-existing conditions would be minimal since the only effect is removing waiting periods and benefit exclusions that are uncommon in this market.  



The larger overall premium impact on individual market plans compared to group plans reflects the fact that group plans tend to include many of the protections that would be newly included in individual market plans, especially in the area of preventive services whose premium effect accounts for two-thirds of the total upper-bound increase of 5 to 6 percent.  The prohibition on pre-existing condition exclusions for children for non-grandfathered individual market plans could be up to 1 percent, more than the group market given the prevalence of underwriting in the individual market.  Similarly, lifetime limits are more prevalent in the individual than in the group market, and thus prohibiting lifetime limits has a larger estimated effect in the individual than in the group market (but still less than 1).  With some of the other provisions, however, the effect on the individual market is smaller than the group market.  This is particularly true for the dependent coverage where, in most states, policy holders will pay separately for each additional adult child they add.  



The premium effect of these regulations on grandfathered plans ranges from negligible to less than 1 percent.  Grandfathered group plans are subject to the same small increases that result from the restricted annual and lifetime limit and pre-existing condition exclusion policy for children.  Individual market plans that are grandfathered are only really affected by the prohibition on lifetime limits which, as described earlier, would increase premiums by less than 1 percent.



These estimates are consistent with other official estimates of the premium effects of the Affordable Care Act.  The Congressional Budget Office included no revenue effect from premium changes in its estimates of the legislation.  The Centers for Medicare and Medicaid Services Office of the Actuary estimated an increase in national health expenditures associated with insuring adult children through their parents’ policies, but stated that the other insurance reforms “would have only a relatively minor upward impact on national health spending.”
  Employer benefit consultants recently reported similar effects, suggesting that the premiums for employer-sponsored insurance would increase by 2 to 3 percent and that the legislation would have “minor impact”.
  



D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.  Paperwork Reduction Act



1. Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov. Although comments may be submitted through [insert date that is 60 days after publication in the Federal Register], OMB requests that comments be received within 30 days of publication of these interim final regulations to ensure their consideration.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded;  therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans
.  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year..



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-New; 1545-New




Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2. Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  



Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–NEW.



Affected Public: For Profit Business.



Respondents: 490


Responses: 56,5,000.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 1,100 hours.



Estimated Total Annual Burden Cost: $27,700.


c. ICR related to Affordable Care Act  Patient Protections Disclosure




As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–NEW.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov



G.  Congressional Review Act



These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, 54.9815-2716T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2716T also issued under 26 U.S.C. 9833. 


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of chapter 100 and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2716T is added to read as follows:


§ 54.9815-2716T Prohibiting discrimination in favor of highly compensated individuals (temporary).



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) and the nondiscriminatory benefits rule of section 105(h)(4) apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5).


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



9. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


10.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2716 is added to subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



8. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, §§ 220(f)(1), (4) and 223(f)(1), (4).



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf



� Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. 



� We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; provide additional references).  However, none of this work is very helpful in estimating the level of take-up the Departments should expect in response to this interim final regulation.  In the absence of strong empirical guidance, we provide a wide range for our assumptions. 



� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.



� The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132



� Ibid.



� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: � HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051" ��http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 



� Uninsured children are at least 70% more likely than insured children to not receive



medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.



� Ibid.



� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: � HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132" ��http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�



� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf



� � HYPERLINK "http://content.healthaffairs.org/cgi/reprint/25/2/w93" ��http://content.healthaffairs.org/cgi/reprint/25/2/w93�, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1



� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4



� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325



� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf



� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf



� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf �http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 



� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 



� From the Departments’ analysis of MEPS data.  



� �HYPERLINK http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 



� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.







� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.



� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.







� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.



� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).



� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf



� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 



� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.



� Numbers calculated from Table 2.4 may differ due to rounding.



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� 2009 Current Population Survey.



� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf



� Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: � HYPERLINK "http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story" ��http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story�. 



� Testimony of Robin Beaton. House Committee on Energy and Commerce, available: http://energycommerce.house.gov/Press_111/20090727/01%20Testimony%20of%20Robin%20Beaton.pdf



� The potential affected population is the estimated number of insured group health plans that relinquished grandfathering; however, the Departments are unable to estimate the subset of those plans that provide discriminatory benefits to highly compensated individuals. Therefore, the Departments cannot estimate the costs.







� Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  



� Kaiser Family Foundation, “Number of HMOs, July 2008,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a" ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a� Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.



� Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.



� See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 �5 (2009). 



� See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�. 



� See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  



� Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  



� Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).



� Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).



� Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”



� Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” 



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� There is no data available to estimate the number of plans that fall into this category.



� See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care



of Newborns, Infants, Children, Adolescents, and Young Adults,” available at � HYPERLINK "http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf" ��http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf�.  



� For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7" ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7�.



� Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”



� “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at � HYPERLINK "http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm" ��http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm�.



� Ibid.



� http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf



� For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.



� See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  



� See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at � HYPERLINK "http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf" ��http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf�. 



� See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.



� Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114" ��http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114�



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.



� See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.



� Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  



� BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.



� Note that while the medical loss ratio reporting requirement takes effect for plan years effective on or after September 23, 2010, its rebate requirement is not effective until January 1, 2011.  As such, this analysis does not include this provision.



� See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). 



� Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. �HYPERLINK "http://books.nap.edu/openbook.php?record_id=10367&page=R1"�http://books.nap.edu/openbook.php?record_id=10367&page=R1�. 



� Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.



 �HYPERLINK "http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf"�http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf�.  



� Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.



� David Himmelstein et al, 2009.



� Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).



� Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).



� Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.



� Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.



� Walecia Konrad. June 11, 2010. “What to Expect in Next Year’s Health Benefit Offerings,” The New York Times. PriceWaterHouse Coopers. June 2010. Behind the Numbers.



� The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 







� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [Insert Federal Register cite]



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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Looping in the relevant HHS folks.  Attached is the OMB passback.

















From: Aguilar, Brenda
[mailto:Brenda_Aguilar@omb.eop.gov] 

Sent: Thursday, June 17, 2010
10:52 AM

To: Cantwell,
 Kathleen (HHS)

Cc: Maguire.Daniel@dol.gov;
Turner, Amy - EBSA; Cosby, Chris - EBSA; Piacentini.Joseph@dol.gov;
butikofer.james@dol.gov; Mark.Iwry@do.treas.gov; George.Bostick@do.treas.gov;
Weinheimer Russell E

Subject: Draft Passback: Consumer
Protection IFR







 




HHS/DOL/Treasury
Colleagues –




 




Please
see below and attached for EOP comments on the draft Consumer Protection
Interim Final Rule for your consideration. You will find that generally, the
comments suggest areas where we believe the document would benefit from
additional clarity, supporting rationale, and stronger analytic basis. Where
possible, we’ve tried to provide suggestions for how to address the
issues raised. We also included a few relatively straightforward suggestions on
the combined effects discussion.




 




Please
do what is feasible given the date and in the time we have. We are optimistic
that the comments can be largely addressed in that time.  To assist the
Departments as they work to provide the additional quantification requested in
the passback, EOP has provided several tables and worksheets.  We note
that a citation is pending for VSL and we will update with that shortly.




 




We
look forward to discussing with you all at today’s 2:00 conference
call.  Please advise if you have any questions or concerns prior to our
call.




 




Thanks,




Brenda




 




General
Concerns




 




1.      
We suggest that the Departments
include additional quantitative information on the costs and benefits of the
regulation, to the extent feasible given the time constraint.  We made
suggestions throughout the document that we hope will assist in this regard.




2.      
We suggest emphasizing
“distributive impacts” and “equity,” which should be
considered by agencies under EO 12866. For example, the preexisting condition
provisions are designed to help people who suffer from serious illnesses and are 
intended to prevent inequity. The ban on annual limits has similar motivations.
These count as benefits even if they cannot be monetized. We offer some
language in the attached for consideration. 




3.      We suggest that the
Departments include more discussion of how the premium effects were calculated?
(e.g. additional explanation of the methodology used in this section and
whether the premium effects include reduction in the “hidden tax”
of providing health care to people who lack adequate insurance?  Again, we
have comments imbedded in the text.




4.      Increases in premiums
may cause healthy people to drop coverage.  Suggest that the regulation
take this factor into account when calculating the effect of the regulations on
the amount of uncompensated care, etc.? 
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5. Combined Effects of the Insurance Market Reforms


a. Summary 


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  


This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 who would be expected to have costs that exceed a limit over their lifespan.  While not precise data on the number of rescissions is limited,quantified, the rescissions policy could prevent a number of people with high health care costs from having their coverage revoked.  A report by the House Committee on Oversight and Government Reform[footnoteRef:1] found an average of around 4,000 rescissions per year between 2003 and 2007 for several major private insurers, with a combined national market share of approximately 35 percent.[footnoteRef:2] A plausible estimate for the number of rescissions nationwide in a given year is thus approximately 11,400.[footnoteRef:3] And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [1:  Waxman, H.A. and J. Barton. “Supplemental Information Regarding the Individual Health Insurance Market.” June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. ]  [2:  Austin, D.A., and T.L. Hungerford. “The Market Structure of the Health Insurance Industry.” Congressional Research Service, November 17, 2009. Table 1, p. 10. http://www.fas.org/sgp/crs/misc/R40834.pdf. ]  [3:  Note that this figure may be a substantial underestimate as insurers did not fully report information on all of their subsidiaries in the aforementioned investigation, and may be a substantial overestimate as the investigation focused on the individual market, where rescissions may be more common.] 



	b. Benefits


These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.[footnoteRef:4]  A widely cited report by the Institute of Medicine (IOM),[footnoteRef:5] and a subsequent update by the Urban Institute[footnoteRef:6] build on these type of estimates to calculate excess deaths resulting from uninsurance. Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to prohibiting pre-existing condition exclusions for children – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  	Comment by Author: Inserted from CEA summary of benefits document (from Mark and Bob, 6/13) [4:  See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). ]  [5:  Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1. ]  [6:  Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.  ] 



	A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.[footnoteRef:7]  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.[footnoteRef:8]  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes. [7:  Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.]  [8:  David Himmelstein et al, 2009.] 



	A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.[footnoteRef:9]  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.[footnoteRef:10]  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   [9:  Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).]  [10:  Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).] 



Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which often increase health spending unnecessarily.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  


The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”[footnoteRef:11] The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  [11:  Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.] 



Second, on the basis of the economics literature on the subject,[footnoteRef:12] the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care, of which 25 percent would have been passed on as higher premiums to the insured population.  Considering these proportions together suggests that, on average, the premium impacts described in this regulatory impact analysis would be roughly reduced by 15 to 20 percent. [12:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



[EOP Economist approach: for discussion only.  The Departments estimated the fraction of uncompensated care that is passed-through to the private medical sector to arrive at an estimate of the reduction in the “hidden tax” passed on in the form of higher premiums to other Americans with private health insurance.  To calculate its magnitude, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, less ability to reduce demand, and higher health care spending.  These regulations are unlikely to induce as much demand for health care as would be assumed for the uninsured population in general.  As such, it is assumed that half of the cost would have been uncompensated, although we emphasize that there is considerable uncertainty surrounding this estimate.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  On the basis of the economics literature on the subject,[footnoteRef:13] the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  Combined, we estimate roughly $1 billion in premium savings due to uncompensated care reductions in 2013.] [13:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



c. Costs and Transfers	Comment by Author: Recommend changing the  title to “Premium effects”? 	Comment by Author: Suggest that some of this discussion be reflected in the accounting table (Table 1), either numerically or with a qualitative description. 


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have less than a one percent impact on premiums in the individual and group markets.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for this market.  The Departments could not estimate premium effects for the provisions in these interim final regulations relating to rescissions and patient protections.  


It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey require pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 
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Internal Revenue Service


26 CFR Parts 54 and 602


TD 


RIN 1545-BJ61


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Part 2590


RIN 1210-AB43     


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


OCIIO-XXXX-IFC


45 CFR Parts 144, 146, and 147


RIN XXXX-XXXX


Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except  that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:


	●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.


	●  Email:  E-OHPSCA715.EBSA@dol.gov.  


	●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):


	1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9991-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.


	3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9991-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--


	Centers for Medicare & Medicaid Services, 


	Department of Health and Human Services,


	7500 Security Boulevard, 


	Baltimore, MD 21244-1850


	If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  


	Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.


	Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.


	   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  


	Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


	●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.


	●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.


	●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 6938335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 6226080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:


I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.[footnoteRef:1]  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.   [1:  The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. ] 



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724[footnoteRef:2] (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.   [2:  Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.] 



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.[footnoteRef:3]  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.     [3:  Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.] 



II.  Overview of the Regulations 





A.  	PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    





Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA[footnoteRef:4] rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   	Comment by Author: For informational purposes: Do the Departments plan to issue future guidance/regulations for 2014? [4:  HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). ] 



	HIPAA generally defines a preexisting condition exclusion[footnoteRef:5] as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  	Comment by Author: How would these rules treat the circumstance where individuals are changed extremely high premiums to obtain coverage for preexisting conditions? [5:  Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).] 



	The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.


	These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.[footnoteRef:6]  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)   [6:  See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).] 



Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  	PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    





Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restrictions on annual limits apply differently to certain account based plans, especially where other rules apply to limit the benefits available.  For example, under Section 9005 of the Affordable Care Act the annual amount of salary reduction contributions for health flexible spending arrangements (health FSAs) is specifically limited to $2,500 (indexed for inflation) beginning for taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.[footnoteRef:7]  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the related medical benefits be limited.  Health Reimbursement Arrangements (HRAs) are another type of account based health plan and typically consist of a promise by an employer to reimburse up to a certain level of medical expenses during the year, with unused amounts available in future years.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  In the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits. 	Comment by Author: In the case of a stand-alone HRA that covers active employees, does the HRA have to meet the restricted annual limit requirements of Sec. 2711?  If so, please note here. [7:  Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, §§ 220(f)(1), (4) and 223(f)(1), (4).] 



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act[footnoteRef:8] and applicable regulations.   The Departments recognize that, to date, regulations under section 1302 of the Affordable Care Act have not yet been issued.  Accordingly, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.   Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition will not be cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later determined not to be essential health benefits in future guidance issued under section 1302(b) of the Affordable Care Act.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit taking the position that it was not an essential health benefit and at the same time treat that particular benefit as an essential health benefit by taking it into account for purposes of applying the restricted annual limit.	Comment by Author: In cross referencing Sec. 1302 regarding annual limits on “essential health benefits,” and allowing plans to impose limits within the boundaries of good faith, reasonable effort, the regulation appears to allow some leeway to plans to continue imposing such limits even after the benefits in Sec. 1302 are fully specified and defined by subsequent regulation. What mechanisms exist to ensure that plans comply with the current set of patient protection regulations – including annual limits – once other regulations (such as the definition of annual limits) on which they are contingent are defined? Have the departments considered denying qualification for the exchange or other measures of enforcement for plans that do not bring themselves into alignment when subsequent rules specify the current regulations? 	Comment by Author: Would like to understand better how the Departments will enforce this provision prior to publication of a definition for essential health benefits.  Could a plan be retroactively cited for violating section 2711 if  a benefit it places a limit on is later determined to be an essential health benefit? The rule could been seen to imply that anything that is later determined to be essential and was not treated as such will cause the plan to be cited for violation of the rules on restricted annual limits.  [8:  Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” ] 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule do apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert section] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account only essential health benefits.  


Although theThe restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums., At the same time, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.	Comment by Author: The allowance for an HHS program permitting exceptions to annual limit restrictions in the case of potentially higher premiums or denials of access appears to allow for some scope for plans to escape the purpose of the regulation. Could HHS provide clarification on how this program would define a “significant decrease” in access or a “significant increase” in premiums that would trigger the aforementioned exceptions? Also, is the Department planning to issue regulations to establish the program?


These interim final regulations require establish that individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage are must be provided with a notice that the lifetime limit no longer applies.  If such an individual isindividuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.[footnoteRef:9]  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment. [9:  See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).] 



Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act:	Comment by Author: Is there a word missing here?


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)





PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.	Comment by Author: Suggest providing additional clarity on what the Departments would consider fraud and/or intentional misrepresentation.  Additional clarity in the reg text and/or examples could be useful.


This provision builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  State law applicable to health insurance issuers may provide additional protections with respect to cancellations of coverage.  


These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.	Comment by Author: Suggest clarifying that this only applies if the policy is standard.   For instance, if a company rescinds coverage to someone with a pre-existing condition due to untimely payment (by say, a month) but the usual standard is two months, then that still counts as a rescission because that constitutes unequal treatment.  


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)[footnoteRef:10] and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence.  [10:  The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).] 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.[footnoteRef:11]  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate. [11:  Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.] 



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations largely repeat the statutory standard for rescission with a few clarifications.  However, if the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.	Comment by Author: Is there a system in place for the departments to become aware of this? Will there be any oversight of whether insurance plan’s decisions on fraud and misrepresentation are overly broad? 


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated 


      Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)





PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).


PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  


Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  Under proposed rules issued December 30, 2004 (69 FR 78800), if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The final regulations under section 105(h) of the Code,[footnoteRef:12] prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in 1981.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans. [12:  26 CFR 1.105-11.] 



	Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).


E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)





	Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.[footnoteRef:13]  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements applies apply to grandfathered health plans. [13:  The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.] 



1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  	Comment by Author: Given the decline in primary care providers, we suggest clarifying that it would be okay to designate an internist as your primary provider?  We understand this practice to be common in many areas. 


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


	The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the patient having to obtainany prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 	Comment by Author: In order to avoid exceedingly high reimbursement for out-of-network emergency services, have the departments considered applying similar methods as used in No. (1) (the median reimbursement to in-network providers) to the calculation of reimbursement amounts in Nos. (2) (usual, customary, and reasonable charges) and (3) (Medicare reimbursement); i.e. applying some method (such as taking the median or a certain percentile) to avoid excessive outliers in reimbursement in one or the other of these categories? 


(3) The amount that would be paid under Medicare for the emergency service.[footnoteRef:14]   [14:  As of the date of publication of these interim final regulations, these rates are available to the public at http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf.] 



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, ranking them by the number of providers with which the rates were negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount from above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.	Comment by Author: Suggest further clarifying in the preamble how the anti-abuse provision functions, given the permissibility of imposing other cost-sharing requirements such as deductibles or out of pocket maximums.	Comment by Author: Suggest adding a sentence acknowledging possible impact in inducing plans to raise their out-of-network costs generally.  


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  	Comment by Author: Suggest that the agencies’ quote the relevant language demonstrating specific authority for bypassing the APA.


For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insurerds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.





IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). [footnoteRef:15]  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.[footnoteRef:16]    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act. [15:  PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  ]  [16:  Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.] 



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, tThey have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services


	Under Executive Order 12866 (58 FR 51735), the Departments must determine whether a regulatory action is “significant” regulatory actions areand therefore subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that these this rules is are significant within the meaning of section 3(f)(1) of the Executive Order, because they it isare likely to have an annual effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.





			TABLE 1.--Accounting Table	Comment by Author: Suggest including in this table the estimated premium impact indicated in Section 6 (pp. 97-98)	Comment by Author: Suggest that this table provide further clarification on the mechanism by which wealth is transferred between individuals in a coverage group, namely that insurers would charge slightly higher rates to afford higher expected claims and reimbursement, which would be borne by an entire risk pool as higher premiums, while only certain individuals (generally those who are less healthy, who would have been affected by pre-existing conditions, annual limits, or rescissions) receive added benefits, thus transferring wealth. 

Additionally, it does not appear that the $4.9 million estimate on table 1 can be replicated.  Suggest that additional discussion be provided around how the Departments got to this number.


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








  


1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA[footnoteRef:17] rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.    [17:  HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). ] 



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the number of individuals affected bylikely effects of these interim final regulations.  Beginning with the population of individuals age 0-19, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  	Comment by Author: Do the Departments plan to analyze the effect in 2014 in later guidance/regulation?


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected and calibrated to 2010 to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a waiting period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.	Comment by Author: The preamble and reg text do not mention that a pre-existing condition exclusion includes a waiting period, which is mentioned throughout the RIA  Suggest including a waiting period example in the reg text.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.[footnoteRef:18]  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.   [18:  AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf] 



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  	Comment by Author: Suggest the addition of a footnote citing the source of this data.


The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010





			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


 The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.  	Comment by Author: Suggest the addition of a footnote with data to back up this assertion. Perhaps footnote 40 would work here as well. 


At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a waiting period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be a waiting period, making coverage desirable.  Such children may be affected by this provision.  	Comment by Author: Suggest explaining this conclusion further. Would not banning discrimination based on preexisting conditions decrease the price that these parents have to pay, inducing them to take-up coverage?


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.[footnoteRef:19]  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.   [19:  Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. ] 



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.[footnoteRef:20]  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    	Comment by Author: Suggest that the Departments provide additional information on how the take-up rates were derived.  Could the departments take advantage of estimates of take-up rates in response to new offers of coverage and/or subsidies for coverage specified in the CBO’s Microsimulation model to provide a basis for their take-up estimates for children with pre-existing conditions? How would the assumptions specified here match with the CBO’s model, which is widely relied upon in calculating coverage and costs in response to policy changes? See, for example, pp. 22-25 of http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf.  [20:  We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; provide additional references).  However, none of this work is very helpful in estimating the level of take-up the Departments should expect in response to this interim final regulation.  In the absence of strong empirical guidance, we provide a wide range for our assumptions. ] 



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small number gaining group coverage.[footnoteRef:21]    [21:  For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.] 






Table 1.2 Estimated number of uninsured children gaining coverage 





			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000











The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a waiting period requirement).[footnoteRef:22]  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd. [22:  The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.] 



c. Benefits  


The benefits of PHS Act Section 2704 and these interim final rules are expected to farto outweigh, by a large margin, the costs to the regulated communitycosts..  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.[footnoteRef:23]  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.[footnoteRef:24]  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.[footnoteRef:25] [23:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [24:  Ibid.]  [25:  Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051. ] 



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.[footnoteRef:26]  Insured children are less likely to experience avoidable hospital stays than uninsured children[footnoteRef:27] and, when hospitalized, insured children are at less risk of dying.[footnoteRef:28]  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.[footnoteRef:29]  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.[footnoteRef:30] [26:  Uninsured children are at least 70% more likely than insured children to not receive
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.]  [27:  Ibid.]  [28:  Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf]  [29:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [30:  Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf] 



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules have the potential to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.[footnoteRef:31]  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.[footnoteRef:32]  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.[footnoteRef:33]  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.[footnoteRef:34]  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.[footnoteRef:35]  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers. [31:  http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1]  [32:  http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4]  [33:  Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325]  [34:  Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf]  [35:  Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf] 



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.[footnoteRef:36]  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.[footnoteRef:37]  While the total reduction in job-lock may be small, the impact on those families experiencing preexisting conditions may be important.  Their personal job-lock circumstances would have left them with few choices, and under these interim final regulations they will not only have increased access to health insurance, but they will also have increased access to opportunities in the labor market, thereby increasing workplace productivity as well.	Comment by Author: Is there evidence to show that a parent’s child being enrolled in a plan improves the parent’s workplace productivity specifically? The data cited here seems only to show that it has an impact on job-change, not necessarily productivity. Consider softening this up a bit to say “may increase workplace productivity”  	Comment by Author: This is very helpful but it would be good to have actual numbers. CEA and NEC can help. [36:  A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf. ]  [37:  A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). ] 



Some of these benefits are difficult to quantify. Some of the benefits are distributional in character, because they will be enjoyed by those who are most vulnerable, including many children; Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.” At the same time, a quantitative assessment suggests 





d. Costs and Transfers	Comment by Author: Suggest adding a discussion of the premium impact of eliminating pre-existing condition for kids.  Both AHIP and BCBSA in our meetings with them indicated that this policy will have a premium increasing effect. 


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.[footnoteRef:38]  Uninsured children with pre-existing conditions have expenditures that are somewhat lower than the average for all children with pre-existing conditions, but it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to health insurance spending.  	Comment by Author: These two sentences seem to contradict one another.  Suggest clarifying. [38:  From the Departments’ analysis of MEPS data.  ] 



As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small.  


The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  However, even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.  In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.[footnoteRef:39]  Making these assumptions, the potential impact onincrease in premiums would be 1 percent or less.	Comment by Author: Suggest providing a citation.	Comment by Author: Suggest providing a rationale for this assumption (could be in footnote.)	Comment by Author: Suggest clarifying that it is a 1 percent increase and explaining briefly how the assumptions above led to this conclusion.  Also recommend the addition of a table showing how the impact varies by type of plan (individual, small group, large group – along the lines of the table on page 62 that makes it easy to understand variation in premium impact [39:  http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7] 



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage of their children’s condition without a waiver.  Children in a waiting period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. [footnoteRef:40]  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.	Comment by Author: Will there be any notification that this is the only way for children to take advantage of the elimination of pre-existing condition restrictions? Is it expected most parents will be aware they need to terminate and re-purchase a policy for their children to be covered?  [40:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.  	Comment by Author: Suggest clarifying what type of analysis was done by the Departments (e.g. data used, model constructed, assumptions made.)


Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small.  





2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)


a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  	Comment by Author: Suggest providing a specific reference to the statute.


The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.[footnoteRef:41]   [41:  Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). ] 



Table 2.1: Prevalence of Lifetime Limits


			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			No Limit	Comment by Author: Suggest that, time permitting, the Departments consider reordering this and other tables so that “No limit” is after “2,000,000 or higher”.  This would make more sense, as “no limit” is the most generous.


			37%


			38,300,000





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			


			


			





			Small Group


			


			





			No Limit


			48%


			25,200,000





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			


			


			





			Individual


			


			





			No Limit


			11%


			1,100,000





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits





There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.[footnoteRef:42]  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.[footnoteRef:43]  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets. [42:  There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.
]  [43:  These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.] 



Table 2.2 Percent of plans employing annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits








Table 2.3 Number of persons subjected to annual limits in each market


			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits











It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.[footnoteRef:44]  [44:  To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.
] 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.[footnoteRef:45]  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit over their lifespan. 	Comment by Author: Please explain what the timeframe is for these benefits to be realized. [45:  Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.] 






Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.





c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,[footnoteRef:46] which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.[footnoteRef:47]  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting.	Comment by Author: Suggest providing a brief explanation of how reducing uncompensated care can actually prevent further premium increases.  Perhaps include reference to the discussion on p. 95.  [46:  An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).]  [47:  See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf] 



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.[footnoteRef:48]  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.[footnoteRef:49]  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees. [48:  Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) ]  [49:  See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.] 



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


Here again, some of the foregoing benefits are hard to quantify. Some of those benefits are distributional in character, because they will be enjoyed by those who are especially vulnerable; recall that Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations. At the same time, a quantitative assessment suggests 


d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services. 


Given the small numbers of people who exceed the benefit limits in the current markets, the Departments anticipate such transfers to be minimal when spread across the insured population, compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in the anticipated plan changes to this interim final rule.  In Section 6, the Departments provide an overall estimate for the premium impacts associated with the various early insurance market provisions of the Affordable Care Act.	Comment by Author: While the number of affected people may be small, they seem likely to be high-cost patients; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  


	In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.


	It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing further quantification of these benefits at the present time.


e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


It is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people[footnoteRef:50] who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today.  [50:  Numbers calculated from Table 2.4 may differ due to rounding.] 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit	Comment by Author: Would be helpful to include effect of annual/lifetime limit rules on overall premiums. Also table ranges are somewhat surprising.  For a plan that currently has a limit at $250k, increasing that limit to $1.5 million increases premiums by an estimated 6.2-6.4%, whereas increasing it to $2 million increases the premium to 6.2-6.6%.   It is unclear why the lower limits remain constant as we move from $1.5-$2 million?


			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 


$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 





3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).


a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.[footnoteRef:51]  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  If an individual appeals the rescission of their health insurance plan or policy, PHS Act section 2719 requires their coverage to remain in effect during the appeals process.	 [51:  Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.] 



PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,[footnoteRef:52] rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live.	Comment by Author: Suggest additional explanation: Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.  [52:  Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.] 



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.[footnoteRef:53]  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.[footnoteRef:54]  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force, which collected data on 52 companies covering the period 2004-2008,[footnoteRef:55]  The NAIC found that rescissions averaged 1.46 per thousand policies in force, or 0.15%.approximately 25,000 individuals.	Comment by Author: Suggest providing a citation for this statement. [53:  2009 Current Population Survey.]  [54:  Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).]  [55:  NAIC Rescission Data Call, December 17, 2009, p.1.] 



	c. Benefits  


	There are many benefits that flow from this interim final rule, which the Departments believe outweigh justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity and premature death that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.	Comment by Author: Suggest including a reference here.	Comment by Author: Is there any data connecting premature death with rescission?  If so, suggest citing here.	Comment by Author: Recommend supporting with data.


	Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.[footnoteRef:56] 	Comment by Author: Preventing rescissions appears to be a fruitful regulation for which to discuss the benefits in terms of reducing financial risk and the chance of bankruptcy, which does not seem to be directly addressed in discussing the benefits of this policy. Do the Departments agree? [56:  Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf] 



	This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.[footnoteRef:57]  In another case, a woman had to deal with the prospect of paying a $30,000 deposit just prior to surgery after her insurer unexpectedly cancelled her policy.[footnoteRef:58]  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.	Comment by Author: To the extent that there is underlying data to support the anecdotes, recommend including here. [57:  Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story. ]  [58:  Testimony of Robin Beaton. House Committee on Energy and Commerce, available: http://energycommerce.house.gov/Press_111/20090727/01%20Testimony%20of%20Robin%20Beaton.pdf] 



	The discussion thus far suggests that many of the relevant benefits of this interim final rule cannot be quantified at the present time. Some of those benefits, while essential to consider, cannot be turned into monetary equivalents. Nonetheless, 





d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.	Comment by Author: Number of affected people may be small, but they seem likely to be high-cost patients especially if they are relatively sick; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  The premium increase would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, so the costs would arguably be a useful transfer.	Comment by Author: Suggest articulating further the equity considerations underlying this reasoning.  


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is no longer allowed by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders. This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation. As a result of this uncertainty, the Departments estimated increases in claims paid across a range. If half of the rescissions were eliminated, claim payments are estimated to increase by 0.5 percent; if only one-quarter of the rescissions were eliminated then claim payments would increase by 0.25 percent; and if three-fourths of the rescissions were eliminated then claims payments would increase by 0.75 percent. Further discussion of translation to overall premiums is discussed in Section 6.	Comment by Author: Suggest clarification: Plans will no longer be allowed post-claims underwriting, but may therefore increase pre-claims underwriting?	Comment by Author: This is a bit confusing because aren’t pre-existing condition exclusions narrowed by this rule as described above? Suggest clarifying. 





4. PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716





a. Summary  


As stated earlier in this preamble, PHS Act section 2716 and these interim final rules incorporate the nondiscrimination rules of section 105(h) of the Internal Revenue Code (Code) and apply them to insured group health plans.  Code section 105(b) generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received to reimburse medical care expenses incurred by the employee for him or herself, or the employee’s spouse, dependents, or children under age 27.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications, or benefits.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals as defined in Code section 105(h).  


Before the enactment of the Affordable Care Act, these rules did not apply to insured group health plans. Therefore, plan sponsors could purchase health insurance policies providing more generous benefits to highly compensated individuals without violating the nondiscrimination rules.


Public Health Service Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  Therefore, highly compensated individuals do not lose a tax benefit but are subject to the enforcement tools in the Public Health Service Act.  Grandfathered insured group health plans are not subject to this provision. 


b. Estimated Number of Affected Entities  


New fully-insured plans only will be affected by this provision if they do not comply with the nondiscrimination rules.  The Departments are unable to estimate the number of new plans that will not be in compliance or the number of participants and dependents covered by such plans.  


c. Benefits


This rule ensures that government tax expenditures are used to provide employer-sponsored benefits for a broad group of employees across the income spectrum, rather than allowing those benefits to be concentrated on highly-paid executives.  The number of non-highly-compensated individuals who would receive greater benefits under this provision depends on the number and size of affected plans. This provision also ensures that self-insured and fully-insured group health plans are subject to the same nondiscrimination standards. Thus, employers will no longer be allowed to provide more generous benefits to highly compensated individuals through the purchase of group health insurance policies without the potential imposition of an excise tax or a civil action to enjoin a noncompliant act or practice or other appropriate equitable relief.


d. Costs and Transfers 


All affected plans will incur a cost to perform Code section 105(h) discrimination testing. The Departments are unable to estimate this cost, because they cannot provide an estimate of the number of plans that will be subject to the provision[footnoteRef:59] or the cost to a plan to perform discrimination testing.  The Departments request comments on estimating these costs.  Plans that need to make fundamental changes to become compliant could incur substantial costs to implement plan design changes.   [59:  The potential affected population is the estimated number of insured group health plans that relinquished grandfathering; however, the Departments are unable to estimate the subset of those plans that provide discriminatory benefits to highly compensated individuals. Therefore, the Departments cannot estimate the costs.
] 



Plan sponsors that make design changes to their plans to become compliant with this rule will make a transfer.  The nature of the transfer depends on the structure of plan modifications. For example, if employers provide equivalent benefits to non- highly-compensated individuals and highly-compensated individuals as a result of this rule by raising the benefits of non-highly-compensated individuals, the transfer would go from the firms to non- highly-compensated individuals.  However, additional health benefits could also lead to lower wages, mitigating such a transfer.  An increase in the number of non- highly-compensated individuals participating in plans may lead to increased tax breaks for health insurance for those non-highly-compensated individuals, representing a transfer from the government to non- highly-compensated individuals.  If firms instead discontinue providing more generous benefits to highly-compensated individuals, the transfer would go from highly-compensated individuals to the firm which may increase wages increased as a result. 





5.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.[footnoteRef:60]  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below. [60:  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  ] 



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.





A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,[footnoteRef:61] accounting for more than 32.3 million enrollees,[footnoteRef:62] of whom about 40 percent have their primary care provider serve as a gatekeeper.[footnoteRef:63]  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.[footnoteRef:64] [61:  Kaiser Family Foundation, “Number of HMOs, July 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.]  [62:  Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.]  [63:  See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). ]  [64:  See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at http://ehbs.kff.org/pdf/2009/7936.pdf. ] 



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.[footnoteRef:65]  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.[footnoteRef:66]  As well, studies show that better patient-provider trust results in improved medication adherence.[footnoteRef:67]  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.[footnoteRef:68] Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.[footnoteRef:69]   [65:  See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  ]  [66:  Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).]  [67:  Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).]  [68:  Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  ]  [69:  Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).] 



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.[footnoteRef:70]   [70:  Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).] 



Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.[footnoteRef:71]  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.[footnoteRef:72]  Patients that have a usual source of care tend to also have fewer hospital admissions.[footnoteRef:73]  	Comment by Author: Can we do anything to quantify the relevant benefits? [71:  Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).]  [72:  Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”]  [73:  Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” ] 



d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.	Comment by Author: Any estimate? Any ranges?


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.[footnoteRef:74] [74:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.[footnoteRef:75]  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.[footnoteRef:76]  Relatedly, at least two states have laws providing children immediate access to pediatricians.[footnoteRef:77]  [75:  There is no data available to estimate the number of plans that fall into this category.]  [76:  See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.  ]  [77:  For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7.] 



Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.[footnoteRef:78]  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.[footnoteRef:79]  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.[footnoteRef:80]  [78:  Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”]  [79:  “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm.]  [80:  Ibid.] 



Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.


d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.[footnoteRef:81] [81:  http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf] 



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.[footnoteRef:82]  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.   [82:  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.] 



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.[footnoteRef:83]  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.[footnoteRef:84] Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.[footnoteRef:85]  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.	Comment by Author: Suggest it would be helpful to include data on how many women not in HMO/POS plans see only an OB/GYN as their primary care provider and do not routinely have contact with other physicians. If data is available, it would enhance the justification in this section. [83:  See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  ]  [84:  See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf. ]  [85:  See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.] 



Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.[footnoteRef:86]  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN. [86:  Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114] 



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.[footnoteRef:87] [87:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.	Comment by Author: Could the benefits also include the additional time that non ob/gyn primary care providers will now have to see other patients?  While there may not be data on this, it would appear that this provision has the potential to reduce wait times for patients to see non-ob/gym primary care providers. For example, a family doctor who used to spend time doing a check-up and prior authorization for a female who would have otherwise gone straight to an ob/gyn, will now have added time in their schedule to see additional patients. Given the general shortages of primary care physicians, this seems like an this could be mentioned as a benefit. 


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.[footnoteRef:88]  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.[footnoteRef:89] [88:  See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.]  [89:  See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.] 



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.





B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  


	2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.


	Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.[footnoteRef:90] While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.[footnoteRef:91]  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller.  [90:  Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  ]  [91:  BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.] 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.


The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be negligible.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be extraordinarily small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.	Comment by Author: While the number of affected people may be small, they may be high-cost patients seeking expensive form of care in emergency rooms; therefore the cost impact may in fact be higher than indicated.  Suggest clarifying.  


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision.  





C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.





D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.





6. Overall Effects of the Insurance Market Reforms


a. Summary and Methodology.


The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include five four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Two additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  The Departments have estimated the cumulative effect of these provisions, described below.  


The estimated impact on health insurance premiums is cumulative and does not isolate the individual effects of each provision for four reasons.  First, these provisions interact: policies that change the content of coverage will alter the impact of policies that extend such coverage to additional populations in complicated ways that are not necessarily additive.  For example, the law requires new plans to include coverage of recommended preventive services with no cost sharing.  This provision could increase the attractiveness of health insurance for young adults newly eligible for dependent coverage, thus increasing participation.  Its potential short-run costs could increase the number of small business plans that remain grandfathered, limiting its application to people insured through small businesses.  Its long-run benefits could be magnified when combined with the additional coverage provided to children when pre-existing condition exclusions are prohibited in all new plans and group grandfathered plans.  As such, this one policy may increase participation in health insurance for one group (young adults), decrease its application to another group (small business workers), and amplify the benefits for a third group (children).  


Other interactions are also possible.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  Complex interactions make it impossible to model all of the permutations possible with these interactions.  


Second, while each of the provisions addressed in these interim final rules has independent effects on populations and insurance markets, none goes into effect in isolation.  Each health plan and issuer will adopt a set of provisions in its plan year beginning on or after September 23, 2010, depending on its market, plan type, and grandfather status.  Thus, plans and issuers will be considering the totality of the provision in making decisions about health plan modifications that directly affect the implementation of these policies along with other plan design changes such as modifications to deductibles and copayments. There will be no way to track and evaluate the singular impact of each provision in these rules.


Third, plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  As such, it is not possible to predict whether or not a plan remains grandfathered for each provision separately.  


Fourth, estimating these effects cumulatively limits the errors that compound with adding highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations, making exact quantifications of benefits, costs, and transfers difficult.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; behavioral changes by plans and enrollees over time; and take-up rates under different insurance scenarios. 


As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  Therefore, average impacts cannot simply be added to obtain a total impact without considering the greater range of uncertainty.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey require pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 


 	As such, the potential impact on premiums described below was estimated for the entire set of Affordable Care Act insurance provisions that apply to plans effective on or after September 23, 2010.[footnoteRef:92]  The estimates are for a point in time when all of the policies are fully implemented.  This range was calculated for four types of plans: group plans, group grandfathered plans, individual market plans, and individual market grandfathered plans. [92:  Note that while the medical loss ratio reporting requirement takes effect for plan years effective on or after September 23, 2010, its rebate requirement is not effective until January 1, 2011.  As such, this analysis does not include this provision.] 



The Departments estimated an upper and lower bound for the premium effects of these provisions.  The upper bound was calculated using the component provisions’ potential effects when possible.  These analyses are described earlier in this impact analyses and in previous regulatory impact analyses.  The upper-bound estimate assumes the provisions are largely additive and that there is little behavioral response to downwardly adjust premiums due to competition, insurance oversight, and other pressures.  


The lower-bound estimate was calculated by discounting the upper-bound estimate to take into account the likely downward pressure plus the potential benefits that would result from the provisions in these regulations.  As with the upper bound, individual provisions’ potential benefits were considered in making this calculation.  In addition, evidence on the hard-to-quantify but nonetheless real benefits of these policies was taken into account.  These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.[footnoteRef:93]  A widely cited report by the Institute of Medicine (IOM),[footnoteRef:94] and a subsequent update by the Urban Institute[footnoteRef:95] build on these type of estimates to calculate excess deaths resulting from uninsurance.  Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to extending family coverage to adult children and prohibiting pre-existing condition exclusions – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.   [93:  See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). ]  [94:  Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1. ]  [95:  Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.  ] 



	A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.[footnoteRef:96]  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.[footnoteRef:97]  Exclusions from health insurance coverage based on pre-existing conditions exposes the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes. [96:  Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669.]  [97:  David Himmelstein et al, 2009.] 



	A third type of benefit from these regulations is improved worker productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.[footnoteRef:98]  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, expanding patient protections, and increasing the use of high-value preventive care will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing worker productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the plan could deny coverage to the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.[footnoteRef:99]  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   [98:  Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).]  [99:  Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).] 



Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the wasted health system costs due to cost shifting and uncompensated care.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  To calculate the magnitude of this amount, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health and thus higher health care spending, up to half of which may be uncompensated care.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  On the basis of the economics literature on the subject,[footnoteRef:100] the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers.  [100:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 



	The Departments focus on the premium impact, rather than the national health expenditure effect or health effects, primarily because this is the metric most commonly used in health economics and business management in the health industry.  A final note on the premium impact methodology is that these effects are partially a transfer of existing costs, and partially new costs to the health care system.  As consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  Both of these costs and transfers together will generate a change in premiums.  The proportion attributable to increased costs (i.e., additional demand and utilization of services) versus transfers (i.e., cost-shifting across populations) will depend on the types of populations and services considered.  For emergency services and those less elective in nature, the majority of premium impacts will stem from cost-shifting, while for primary care and preventive services, the Departments expect a larger component of induced demand.


	b. Premium effects


The Departments have estimated general ranges of premium changes related to the following provisions: Section 2704, Prohibition of preexisting condition exclusions or other discrimination based on health status; Section 2711, No lifetime or annual limits; Section 2712, Prohibition on rescissions; Section 2713, Coverage of preventive health services; Section 2714, Extension of dependent coverage; 2719, Appeals; and Section 2719A, Patient protections. We note that the regulations are yet to be published for Sections 2713 and 2719. For 2713, the Departments feel that the statutory discretion is limited such that it would not have a substantial impact on already uncertain estimates for the premium impact of requiring coverage of preventive services at no cost-sharing for non-grandfathered health plans. For 2719, the Departments feel that premium impacts would be negligible, although further clarification and estimation of costs such as administrative burden will be delineated with that corresponding regulatory impact analysis.


The upper-bound premium impact of these rules ranges from an increase of less than 1 percent for grandfathered plans to 2 to 3 percent for the group market, to 5 to 6 percent for individual market plans that are not grandfathered.  The lower-bound premium impact analysis suggests that the rules have a negligible effect on grandfathered plans and could increase premiums by 2 percent for group plans and 4 to 5 percent for individual market plans that are not grandfathered.  


Of this total premium impact in the group market, about half of the upper-bound premium impact stems from having new insurance plans cover recommended prevention with no cost sharing.  Congress and the Administration included this benefit in the Affordable Care Act because evidence suggests that cost sharing is a barrier to the use of preventive services which, in the long-run, have the potential to reduce mortality, morbidity, and costs.  While large group plans tend to offer comprehensive preventive services, this is less common in the small group market, and even those group plans that offer prevention often do not do so with zero cost sharing.  To a lesser degree, the addition of dependent coverage affects group coverage premiums; the previous impact analysis estimated that, as a stand-alone policy, it could increase premiums by 0.7 to 1 percent.  The combination of the restricted annual and lifetime limit policies, as described earlier, would have less than a 1 percent premium impact.  And, eliminating benefit exclusions and waiting periods for children with pre-existing conditions would be minimal since the only effect is removing waiting periods and benefit exclusions that are uncommon in this market.  	Comment by Author: Suggest compiling these estimates into a table, and/or incorporating them into the Accounting Table (Table 1) above.


The larger overall premium impact on individual market plans compared to group plans reflects the fact that group plans tend to include many of the protections that would be newly included in individual market plans, especially in the area of preventive services whose premium effect accounts for two-thirds of the total upper-bound increase of 5 to 6 percent.  The prohibition on pre-existing condition exclusions for children for non-grandfathered individual market plans could be up to 1 percent, more than the group market given the prevalence of underwriting in the individual market.  Similarly, lifetime limits are more prevalent in the individual than in the group market, and thus prohibiting lifetime limits has a larger estimated effect in the individual than in the group market (but still less than 1).  With some of the other provisions, however, the effect on the individual market is smaller than the group market.  This is particularly true for the dependent coverage where, in most states, policy holders will pay separately for each additional adult child they add.  


The premium effect of these regulations on grandfathered plans ranges from negligible to less than 1 percent.  Grandfathered group plans are subject to the same small increases that result from the restricted annual and lifetime limit and pre-existing condition exclusion policy for children.  Individual market plans that are grandfathered are only really affected by the prohibition on lifetime limits which, as described earlier, would increase premiums by less than 1 percent.


These estimates are consistent with other official estimates of the premium effects of the Affordable Care Act.  The Congressional Budget Office included no revenue effect from premium changes in its estimates of the legislation.  The Centers for Medicare and Medicaid Services Office of the Actuary estimated an increase in national health expenditures associated with insuring adult children through their parents’ policies, but stated that the other insurance reforms “would have only a relatively minor upward impact on national health spending.”[footnoteRef:101]  Employer benefit consultants recently reported similar effects, suggesting that the premiums for employer-sponsored insurance would increase by 2 to 3 percent and that the legislation would have “minor impact”.[footnoteRef:102]   [101:  Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.]  [102:  Walecia Konrad. June 11, 2010. “What to Expect in Next Year’s Health Benefit Offerings,” The New York Times. PriceWaterHouse Coopers. June 2010. Behind the Numbers.] 






D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services





The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.





E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.





F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov. Although comments may be submitted through [insert date that is 60 days after publication in the Federal Register], OMB requests that comments be received within 30 days of publication of these interim final regulations to ensure their consideration.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:103] The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.   [103:  The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,[footnoteRef:104] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:105]   [104:  The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).]  [105:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:106] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:107]  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [106:  The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [107:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:108]  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000. [108:  While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded;  therefore; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans[footnoteRef:109].  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.[footnoteRef:110]   [109:  U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 
]  [110:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement





	As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 	In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.[footnoteRef:111]  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:112] Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.. [111:  The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].]  [112:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 


	The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows: 


	Type of Review: New Collection


	Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.


	Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


	OMB Number: 1210-New; 1545-New


	Affected Public: Business or other for-profit; not-for-profit institutions.


	Total Respondents 262,000 (three year average).


	Total Responses: 6,186,000 (three year average).


      	Frequency of Response: 	One time


      	Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).





2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.


	a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:113]  [113:  The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals[footnoteRef:114] covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.[footnoteRef:115]  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,[footnoteRef:116] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:117]   [114:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [115:  The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17.]  [116:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [117:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 



	While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:118] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:119]  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [118:  The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [119:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  


	The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:120]  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000. [120:  While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 



	The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


	Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov


	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.[footnoteRef:121]  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.[footnoteRef:122]   [121:  NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf]  [122:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 



These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490


Responses: 56,5,000.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 1,100 hours.


	Estimated Total Annual Burden Cost: $27,700.





c. ICR related to Affordable Care Act  Patient Protections Disclosure





	As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.[footnoteRef:123] [123:  The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE]] 



	Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:124]  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement. [124:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 



	The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   	


	The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.


	These paperwork burden estimates are summarized as follows:


	Type of Review: New collection.


	Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.


	OMB Number: 0938–NEW.


	Affected Public: Business; State, Local, or Tribal Governments.


	Respondents: 10,600.


	Responses: 2,067,000.


	Frequency of Response: One-time.


	Estimated Total Annual Burden Hours: 2,700 hours.


	Estimated Total Annual Burden Cost: $32,000.


	If you comment on any of these information collection requirements, please do either of the following:  


	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 


	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,


	Attention:  CMS Desk Officer, 4140-IFC	


	Fax:  (202) 3956974; or 


	Email:  OIRA_submission@omb.eop.gov





G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 





H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.





I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.








V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.


	The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


	The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.


List of Subjects


26 CFR Part 54


Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.


29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.


45 CFR Parts 144, 146, and 147


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Chapter I


	Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, 54.9815-2716T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2716T also issued under 26 U.S.C. 9833. 


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *





	2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§ 54.9801-2 Definitions.  


*	*	*	*	*


	Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*	*	*	*	*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*	*	*	*	*


	3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:	Comment by Author: Should (a)(2) be deleted?


§ 54.9801-3 Limitations on preexisting condition exclusion period.  


 	(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.


*	*	*	*	*


4. Section 54.9815-2704T is added to read as follows:


§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.





(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.





Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 





	(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.





(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.





(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.





 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.


	(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).


	(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  





(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 





Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  





(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  





Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.





(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  





Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   





(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 





Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  





(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  





 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:


§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)	Comment by Author: Should this be here or HHS only? It’s not in the Labor reg text.	Comment by Author: What is a contestability period? How does it relate to this provision?


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:


	Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of chapter 100 and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


  	


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


	


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


  	


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


	


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


7. Section 54.9815-2716T is added to read as follows:


§ 54.9815-2716T Prohibiting discrimination in favor of highly compensated individuals (temporary).


(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) (and applicable regulations) described in this paragraph (b) apply for purposes of this section.


(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) and the nondiscriminatory benefits rule of section 105(h)(4) apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.


(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) apply for purposes of this section.


(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


8. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.





(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.





(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.


	(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.





(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   





Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.





(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.





(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 


	(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.


	(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—	Comment by Author: Applicable here, or HHS only?


	(A) Provides coverage for obstetrical or gynecological care; and 


 	(B) Requires the designation by a participant or beneficiary of a participating primary care provider.


	(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—


	(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or


	(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.


	(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


 


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  





Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 





(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.





Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.





(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).





Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  





(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.





	(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.


	(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:





Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  





(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  





(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].


 


(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 


	(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and


	(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 





(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.





Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  





(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)





Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.





(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).





Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  





(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  





Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  





(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.





Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.





(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.





	(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).


	(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)


	(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –


	(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and


	(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.


	(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


9. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805. * * *


10.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________





* * * * * * *





54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-


54.9815-2719AT...............................................................................................1545-





* * * * * * *


________________________________________________________________________












DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements


	2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*	*	*	*	*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*	*	*	*	*


	3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:	Comment by Author: Should (a)(2) be deleted?


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 	(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*	*	*	*	*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.





(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.





Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 





  	(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  





(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.





(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.





5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 


	(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).


	(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  





(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 





Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  





(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  





Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.





(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  





Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   





(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 





Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  





(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  





(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:


	Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part, and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.	Comment by Author: Example in IRS includes “and applicable regulations” here. Do these need to be consistent?


  	


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


	


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


  	


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


	


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2716 is added to subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.


(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.


(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.


(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.


(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).


8. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.





(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.





(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.


	(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.





(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   





Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.





(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.





(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 


	(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.


	(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—


	(A) Provides coverage for obstetrical or gynecological care; and 


 	(B) Requires the designation by a participant or beneficiary of a participating primary care provider.


	(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—


	(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or


	(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.


	(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


 


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  





Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 





(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.





Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.





(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).





Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  





(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.





	(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.


	(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:





Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  





(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  





(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].





(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 


	(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and


	(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.





Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 





(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.





Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  





(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)





Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.





(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).





Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.





(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  





Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  





(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.





Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.





(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.





	(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).


	(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)


	(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –


	(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and


	(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.


	(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*	*	*	*	*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*	*	*	*	*


	Part 146 is amended as follows:


1.  146.111(a)(1)(i) is revised to read as follows:	Comment by Author: Should 146.111(a)(2), which allows group plans to impose certain pre-existing condition exclusions, also be deleted?


§ 146.111 Limitations on preexisting condition exclusion period.  


 	(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*	*	*	*	*


Part 147 is amended as follows:


0. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.





(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.





Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 





  	(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  





(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.





(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.





Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.





(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 


	(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).


	(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  





(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 





Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  





(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  





Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.





(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  





Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   





(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 





Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  





(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  





Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.





(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).





 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans. This section provides that the prohibition on lifetime limits applies to all plans (including all grandfathered plans), but the prohibition on annual limits (including the special rules regarding restricted annual limits) applies to all grandfathered health plans that are group health plans and group health insurance coverage,c but not to individual health insurance coverage that is a grandfathered health plan.


 (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:


	Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


  	


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


	


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


  	


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


	


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.


(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.


(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.


(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.


(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.





(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.





(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.


	(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.





(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   





Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.





(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.





(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 


	(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.


	(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—


	(A) Provides coverage for obstetrical or gynecological care; and 


 	(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.


	(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—


	(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or


	(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.


	(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


 


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  





Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 





(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.





Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.





(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).





Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  





(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.





	(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.


	(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:





Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  





(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  





(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].


 


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 


	(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and


	(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 





(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.	Comment by Author: Do the Departments have any concern that a  plan could use dramatic variation of emergency services coinsurance rates based on prior notification as a way around the prohibition of prior authorization for emergency services?





Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  





(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)





Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.





(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).





Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  





(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  





Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  





(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.





Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.





(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.





	(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).


	(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)


	(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –


	(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and


	(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.


	(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).
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Table 


									Share of Privately Insured Enrollees (2013)			Projected Aggregate Expenditures (2013, $ billions)			 Projected Increase in Aggregate Expenditures  After Regulations (2013, $ billions)			Premium Savings due to Reduced Uncompensated Care Costs (2013, $ billions)


						Grandfathered Group			41.5%			$   390.8			$   2.0			$   0.2


						Non-Grandfathered Group			44.9%			$   423.3			$   10.6			$   1.3


						Grandfathered Individual			6.3%			$   59.6			$   0.3			$   0.0


						Non-Grandfathered Individual			7.3%			$   68.6			$   3.4			$   0.4


						Total			100.0%			$   942.2			$   16.3			$   2.0








Worksheet


									Less than 10			Ten to Twenty Four			Twenty Five to Ninety Nine			One Hundred to Nine Hundred Ninety Nine			1000 or More


									0.114			0.088			0.142			0.184			0.472


						116141515			13,240,133			10,220,453			16,492,095			21,370,039			54,818,795


									0.65			0.582			0.563			0.591			0.637


						71388705.02505			8606086.2615			5948303.83224			9285049.55819			12629692.90716			34919572.46596


															0.3339385361			0.6660614639


						Employer-Sponsored			86.4%			Employer-Sponsored, Large Group			57.6%			Employer-Sponsored, Large Group, Grandfathered			31.7%


						Direct Purchase			13.6%			Employer-Sponsored, Small Group			28.8%			Employer-Sponsored, Large Group, Non-Grandfathered			25.9%


												Direct Purchase			13.6%			Employer-Sponsored, Small Group, Grandfathered			9.8%


																		Employer-Sponsored, Small Group, Non-Grandfathered			19.0%


																		Direct Purchase, Grandfathered			6.3%


																		Direct Purchase, Non-Grandfathered			7.3%


												Grandfathered Group			41.5%


												Non-Grandfathered Group			44.9%


												Grandfathered Individual			6.3%


												Non-Grandfathered Individual			7.3%
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			Benefit


			Mortality


			Population affected


			Economic benefits





			Mortality and Morbidity


			24 27 deaths per year


			· 11,40024,820 consumers who face rescissions annually


· 100,00051,000 children who are denied coverage for preexisting conditions


			$60 68 million[endnoteRef:1] [1:  The value of $68 million is the estimated value of life saved, $2.5 million, multiplied by 27 deaths per year averted] 






			Reduction in Medical Expenditure Risk


			N/A


			· 11,40024,820 consumers who face rescissions annually


· 100,00051,000 children who are denied coverage for preexisting conditions


			$100 89 million[endnoteRef:2] [2:  Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669. This paper shows that the benefits from the reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs. The value of $89 is two-fifths multiplied by 24,820 adults with an average insurance premium of $4,824 as measured by Kaiser Family Foundation and 51,000 children with an average insurance premium of $2,000.] 






			Hidden Tax


			N/A


			· 209.3 million individuals with private insurance


			$1.12.0 billion in 2013[endnoteRef:3] [3:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415. The value of $2.0 billion is the aggregate premium savings due to reduced uncompensated care costs for grandfathered and non-grandfathered group and individual insurance plans.] 
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Sheet1


						Rescissions


									Total Adults Aged 19-64			Insured			Uninsured			Total Deaths			Total Deaths if All were Insured			Excess Deaths


						Pre-Regulation			182,528,000			145,571,000			37,011,000			617,485			587,528			29,957


									100.00%			79.75%			20.28%


						Post-Regulation			182,528,000			145,595,820			36,986,180			617,485			587,547			29,938


						24,820 become insured			100.00%			79.77%			20.26%


						Change in Excess Deaths due to Regulation																		-19


						Pre-Existing Condition Regulations for Children


									Total Children Aged 0-18			Insured			Uninsured			Total Deaths			Total Deaths if All were Insured			Excess Deaths


						Pre-Regulation			78,207,000			68,764,000			9,442,000			49,136			47,697			1,439


									100.00%			87.93%			12.07%


						Post-Regulation			78,207,000			68,815,000			9,391,000			49,136			47,705			1,431


						51,000 become insured			100.00%			87.99%			12.01%


						Change in Excess Deaths due to Regulation																		-8
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The following HHS comments have been submitted.





OGC - concur


OIG - concur


ASL - concur with attached comments


ASFR - concur with the comments noted below





 





POLICY COMMENTS 





ASFR understands the tight timeline under which this rule was developed and the difficulty of accurately estimating impacts for the type of complex insurance market changes included in this rule.  However, we were disappointed to see that the impacts section did not attempt to quantify the impact on National Health Expenditures or on Federal expenditures.  We appreciate that premium impacts were included but do not think that they are sufficient on their own and we note that these types of estimates were developed when the HIPAA rules were promulgated.  We understand that at this point it is likely not possible to add these estimates to this rule, but we strongly suggest that these types of estimates be included in future health reform rules to the greatest extent possible.






TECHNICAL COMMENTS





Pre-existing Conditions:


*       On page 11, the following sentence is unclear: "in order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition."  We suggest rewriting this paragraph to include a single sentence that describes the protections for individuals under the age of 19 (that they are protected both from being denied benefits and from being denied enrollment, whether they are or are not currently enrolled in a plan), and omitting the sentence quoted above.  The preceding paragraph has already established that PHSA Sec. 2704 prohibits not just the exclusion of coverage of benefits but also a complete exclusion from such plan or coverage.




*       In estimating the number of affected individuals, the discussion focuses only on the immediate impacts of the protections for children under the age of 19, and does not address adults, who will come under this provision as of January 1, 2014.  If the drafters do not feel that it is possible to estimate the impacted populations at this time because of the other ACA provisions that will also become effective at the same time, it would be helpful to add a note that that part of the provision will be considered more fully in rules implementing other provisions with a 2014 effective date.




*       On page 41, the description notes that the estimate is that very few children, whose parents have ESI, are offered ESI, or who do not live with a parent will become covered but the table on page 42 shows 6,000 children gaining ESI coverage at the medium-take up scenario.  While 6,000 may be considered very few, it may be worth noting that number in the description (or the corresponding percentage assumed), to make it clear that this is not an error in the table.




*       On page 47, in the description of the additional premiums that will likely be charged in non-community rated States - we recommend noting that there may be a change in the extent of rate variation compared to past insurer practices once these preexisting condition protections go into place.  While it may be the case that until now it has been rare for insurers to charge more than twice the standard rate for someone in poor health, that may be because insurers often refuse coverage for applicants in particularly poor health, and if required to offer coverage would face a strong incentive to charge higher rates.  We are comfortable leaving the estimate the same, but think that this caveat should be included.






Prohibiting Discrimination in favor of highly compensated individuals:


*       On page 72, the final sentence in the first full paragraph should also note that if firms discontinue providing more generous benefits to highly compensated individuals, this will also increase tax collections (as these benefits are no longer eligible for a tax break.




 





Rescissions:


*       Page 67 lists two anecdotal cases where severe financial hardships resulted from rescissions: one woman faced more than $129,000 in medical bills and another woman dealt with the prospect of paying a $30,000 deposit for surgery.  Please indicate in the preamble text how representative these two examples are for cases of recessions. For example, is there an indication that these costs are typical for people who experience rescissions? Are the costs close to the median? Are they outliers? It is unclear to the reader how these two examples were chosen and if they are average or extreme cases.




*       Page 68 says, "In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health." Is this statement being made based on the assumption that these individuals have pre-existing conditions or would the premiums go up once they were unhealthy? The next page implies premiums would increase based on pre-existing conditions; however it is unclear if you are referring to the same situation on both pages.  Please clarify the assumptions behind this statement on page 68 in the preamble text.




*       Page 106 says, "The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year." Please clarify how this number was chosen in the preamble text and what the source was.




 


Patient Protections:


*       On pages 24, 142, 162, and 190 please specify that the participating primary care provider must be in network.  This may be implied with the word "participating," however because in-network is specified for pediatricians, and obstetrical or gynecological care, it is confusing if the in-network designation is required for the designating a primary care provider or not.




*       On page 142 and 190, please add the words "that is in network" to section (B), which refers to pediatricians as eligible primary care providers.




*       On page 142 and 190, please add the words "that is in network" to section (C), which refers authorization or referral for obstetrical or gynecological care.




*       Page 143, 167, and 191 lists example language as, "For children, you may designate a pediatrician as the primary care provider." Please add the words "in-network" in front of the word pediatrician.






Overall Effects Section:


*       On page 35, please explain why the estimate is $4.9M for both the 7% and 3% discount rate.  Also, please explain or footnote the source that this estimate is based on.




*       On page 91-92, recommend adding more detail to the discussion of the methodology that was used to calculate the impacts if this is possible.  The current description says that the upper bound was calculated using the individual provisions' potential effects when possible.  What was done when this was not possible?  We recognize that the methodology for these calculations may have been more back of the envelope due to the data constraints and thus that it may not be possible to add a greater discussion here.




*       On page 94, recognizing that the predicted benefits are based strictly on empirical evidence, recommend inserting "likely" or something similar to the last sentence in the first paragraph which reads "The regulations will likely help insurance more effectively protect patients from the financial hardships." 




*       On page 94 (last sentence), same comment as above.  Recommend adding "likely" to "[t]hese reforms will likely increase not only productivity and innovation through entrepreneurship, but also worker wages." 




*       On page 95 (first sentence of first paragraph), same comment as above.  Recommend adding "likely" to "[f]ourth, the Affordable Care Act's policies and interim final regulations to implement them will likely reduce the wasted health system costs due to cost shifting." 




*       On page 97, recommend referencing the earlier description of the methodology used to calculate the premium impacts.  We also recommend reemphasizing the uncertainty of these estimates.




*       On page 97, the components of the total premium impact are described in the text.  Would it be possible to also display this information in a table, either in terms of absolute dollars or in terms of percentage of premiums?  We understand that it may not be possible to describe more precisely than is already done in the text.
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Date:
June 16, 2010


To:
ES



From:
Bridgett Taylor




Deborah Drayer




Rebecca Hirshorn




Kris Bradsher



Re:
Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Recissions, Prohibition on Discrimination in Favor of the Highly Compensated and Patient Protections



ASL concurs with the draft interim final rule with the following comments:



+          Page 1 – This rule is referred to as an “Interim Final Rule”; however, the rule requests public comment.  Please revise the title of the rule:  “Interim Final Rule with Comment” (IFC).  Also, references throughout the document should reflect this status.  If this is not the case, please have OGC respond to ASL with rationale for publishing this as an “IFR” versus an “IFC”.



+          No list of acronyms has been provided before the preamble.  Please develop and include such a list as appropriate.



+
Page 12 – At the top of the page, the Departments summarize the application of section 2704, the prohibition of preexisting condition exclusions, on grandfathered health plans. Specifically, the Departments state:


“Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan.”



We suggest that the Departments include the specific statutory cite in the Affordable Care Act that specifies these grandfather requirements, as we believe this is an important point in this policy and will receive much scrutiny from readers. 



+
Page 14, we suggest the following edits:



“Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition under section 1302(b) will not be cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later…”



+
Pages 20, 63 - Recission notification of 30 days. Suggest specifying whether it is calendar days or business days.  



+
Beginning on page 23, the Departments discuss section 2719A, patient protections. In section 1, on page 24, first whole paragraph, the Departments cite “paragraph (a)(4)” but it is not clear paragraph (a)(4) of what?  Can the Departments please provide the full citation, for reader clarity?


+
Pages 30, 83 – Please revise: “Emergency Medical Treatment and Active Labor Act” to say:  “Emergency Medical Treatment and Labor Act”.  Public Law 108-173, section 945 references “Emergency Medical Treatment and Labor Act.” 



Also on these same pages is the following sentence:  



“There are, however, some minor variances from the EMTALA definitions.”



We suggest the following revised sentence, as we believe the intent of the sentence is clearer.



“While these definitions in section 2719A(b)(2) are similar, there are some differences. For example…”



+
Page 33, footnote 15, please revise “PPACA” to say:  “Affordable Care Act.” 



+
Beginning on page 36, the Departments discuss the impact of section 2704, the prohibition of preexisting condition exclusions. We note that the Departments estimate the number of individuals affected by these interim final regulations by focusing on the population of individuals age 0-19. We understand why this is necessary, since the policy is effective for these individuals on September 23, 2010. Are the Departments planning on issuing another rule prior to January 1, 2014 implementing section 2704 and with an impact analysis of all individuals effected (i.e., adults)?  The Departments may want to note in this section of the impact analysis when the impact on other individuals potentially affected by section 2704 (i.e., adults) will de addressed, for reader clarity. 


+
Page 62 – Adjust columns to fit the data.  



+  
On page 97, the Departments suggest, in reference to the policy in section 2713, on the coverage of preventive services:



“Congress and the Administration included this benefit in the Affordable Care Act because evidence suggests that cost sharing is a barrier to the use of preventive services which, in the long-run, have the potential to reduce mortality, morbidity, and costs.” 



First, we should clarify that Congress enacted section 2713, as added by the  Affordable Care Act, not the Administration. Secondly, do the Departments know the intent of Congress in enacting this section?  Accordingly, we suggest that the Departments revise this sentence above.  


+
 Page 97, 2nd paragraph lists the premium impacts.  Are these impacts annual or over the course of several years.  Appears to be annual, but recommend specifying the estimate over time in the impact analysis.  



PAGE  
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FW: Review and Clearance of OCIIO-9994-IFC

		From

		CMS Coordination_Regs_OSORA

		To

		Mayhew, James A. (CMS/CPC); Small, Jacqueline C. (CMS/OSORA); Swann, Renee L. (CMS/OEORA)

		Recipients

		James.Mayhew@cms.hhs.gov; Jacqueline.Small@CMS.hhs.gov; Renee.Swann@cms.hhs.gov







 




 










From: Jones, Greg A.
(CMS/OL) 

Sent: Wednesday, June 16, 2010 3:27 PM

To: CMS Coordination_Regs_OSORA

Cc: Precht, Paul (CMS/OL); McWright, LAURA T. (CMS/OL); Massey, Beverly
A. (CMS/OL); Harrison, Vernell M. (CMS/OL); Pettijohn, Juneous A. (CMS/OL)

Subject: RE: Review and Clearance of OCIIO-9994-IFC










 




The OL C/D Group clears without comments.  






 




 




 










From: CMS
Coordination_Regs_OSORA 

Sent: Wednesday, June 16, 2010 9:24 AM

To: CMS - Reg_Coordinators; CMS CMSO_REGS; Mayhew, James A. (CMS/CPC)

Cc: Parker, Lisa M. (CMS/OSORA); Swann, Renee L. (CMS/OSORA); Small,
Jacqueline C. (CMS/OSORA)

Subject: Review and Clearance of OCIIO-9994-IFC










 




OCIIO-9994-IFC Interim Final Rules under the Patient Protection
and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime
and Annual Limits, Rescissions, Prohibition on Discrimination in Favor of the
Highly Compensated, Patient Protections, and Non-Federal Governmental Plans




 




HEALTH CARE REFORM REGULATION




 




Clearance
requested by 3:00 p.m. on June 16, 2010.




 




Urgency:  This interim final rule is scheduled for publication
on June 21, 2010.  Therefore, it is important that we receive all
clearances timely.  Thank you, in advance, for your prompt response.




 




The subject document is attached
for your review and clearance.  If you are the regulations coordinator,
please clear the document through all divisions in your center or office, even
if your center or office is the lead policy component for the document. 
Please forward your responses to the CMS Coordination_Regs_OSORA Outlook
mailbox by 3:00 p.m. on June 16, 2010.  Electronic markups
should include redline and strikeouts of the additions and deletions by using
the "Track Changes" feature in MS Word.  If you are providing
comments electronically, save your comments with your component's acronym in
parentheses at the end of the file name (for example, if the component is CBC,
then the file would be saved as 4069-P-Preamble(CBC).doc).  It would also
be helpful if you would suggest language that would respond to your comment to
insert into the document.




 




Hard copy markups may be
delivered to Jackie Small (C5-10-25).




 




This document contains interim
final regulations implementing the rules for group health plans and health
insurance coverage in the group and individual markets under provisions of the
Patient Protection and Affordable Care Act regarding preexisting condition
exclusions, lifetime and annual dollar limits on benefits, rescissions,
prohibition on discrimination in favor of highly compensated individuals,
patient protections, and non-federal governmental plans.    




 




If you have any questions
regarding submission of clearances and comments, you may contact Jackie
Small, x6-6538.  Please call Jim Mayhew, x6-9244 for policy‑related
questions.  




 



















FW: Review and Clearance of OCIIO-9994-IFC

		From

		CMS Coordination_Regs_OSORA

		To

		Mayhew, James A. (CMS/CPC); Small, Jacqueline C. (CMS/OSORA); Swann, Renee L. (CMS/OEORA)

		Recipients

		James.Mayhew@cms.hhs.gov; Jacqueline.Small@CMS.hhs.gov; Renee.Swann@cms.hhs.gov







 




 










From: Johnson, Carolyn I.
(CMS/OP) 

Sent: Wednesday, June 16, 2010 1:47 PM

To: CMS Coordination_Regs_OSORA

Subject: RE: Review and Clearance of OCIIO-9994-IFC










 




The Office of Policy concur without comments.




 








From: CMS
Coordination_Regs_OSORA 

Sent: Wednesday, June 16, 2010 9:24 AM

To: CMS - Reg_Coordinators; CMS CMSO_REGS; Mayhew, James A. (CMS/CPC)

Cc: Parker, Lisa M. (CMS/OSORA); Swann, Renee L. (CMS/OSORA); Small,
Jacqueline C. (CMS/OSORA)

Subject: Review and Clearance of OCIIO-9994-IFC










 




OCIIO-9994-IFC Interim Final Rules under the Patient Protection
and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime
and Annual Limits, Rescissions, Prohibition on Discrimination in Favor of the
Highly Compensated, Patient Protections, and Non-Federal Governmental Plans




 




HEALTH CARE REFORM REGULATION




 




Clearance
requested by 3:00 p.m. on June 16, 2010.




 




Urgency:  This interim final rule is scheduled for publication
on June 21, 2010.  Therefore, it is important that we receive all
clearances timely.  Thank you, in advance, for your prompt response.




 




The subject document is attached
for your review and clearance.  If you are the regulations coordinator,
please clear the document through all divisions in your center or office, even
if your center or office is the lead policy component for the document. 
Please forward your responses to the CMS Coordination_Regs_OSORA Outlook
mailbox by 3:00 p.m. on June 16, 2010.  Electronic markups
should include redline and strikeouts of the additions and deletions by using
the "Track Changes" feature in MS Word.  If you are providing
comments electronically, save your comments with your component's acronym in
parentheses at the end of the file name (for example, if the component is CBC,
then the file would be saved as 4069-P-Preamble(CBC).doc).  It would also
be helpful if you would suggest language that would respond to your comment to
insert into the document.




 




Hard copy markups may be
delivered to Jackie Small (C5-10-25).




 




This document contains interim
final regulations implementing the rules for group health plans and health
insurance coverage in the group and individual markets under provisions of the
Patient Protection and Affordable Care Act regarding preexisting condition
exclusions, lifetime and annual dollar limits on benefits, rescissions,
prohibition on discrimination in favor of highly compensated individuals,
patient protections, and non-federal governmental plans.    




 




If you have any questions
regarding submission of clearances and comments, you may contact Jackie
Small, x6-6538.  Please call Jim Mayhew, x6-9244 for policy‑related
questions.  
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		Mayhew, James A. (CMS/CPC); Small, Jacqueline C. (CMS/OSORA); Swann, Renee L. (CMS/OEORA)

		Recipients

		James.Mayhew@cms.hhs.gov; Jacqueline.Small@CMS.hhs.gov; Renee.Swann@cms.hhs.gov







 




 










From: POPE, PAMELA F.
(CMS/ORDI) 

Sent: Wednesday, June 16, 2010 12:15 PM

To: CMS Coordination_Regs_OSORA

Cc: Small, Jacqueline C. (CMS/OSORA)

Subject: RE: Review and Clearance of OCIIO-9994-IFC










 




ORDI clears without comment.




 








From: CMS
Coordination_Regs_OSORA 

Sent: Wednesday, June 16, 2010 9:24 AM

To: CMS - Reg_Coordinators; CMS CMSO_REGS; Mayhew, James A. (CMS/CPC)

Cc: Parker, Lisa M. (CMS/OSORA); Swann, Renee L. (CMS/OSORA); Small,
Jacqueline C. (CMS/OSORA)

Subject: Review and Clearance of OCIIO-9994-IFC










 




OCIIO-9994-IFC Interim Final Rules under the Patient Protection
and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime
and Annual Limits, Rescissions, Prohibition on Discrimination in Favor of the
Highly Compensated, Patient Protections, and Non-Federal Governmental Plans




 




HEALTH CARE REFORM REGULATION




 




Clearance
requested by 3:00 p.m. on June 16, 2010.




 




Urgency:  This interim final rule is scheduled for publication
on June 21, 2010.  Therefore, it is important that we receive all
clearances timely.  Thank you, in advance, for your prompt response.




 




The subject document is attached
for your review and clearance.  If you are the regulations coordinator,
please clear the document through all divisions in your center or office, even
if your center or office is the lead policy component for the document. 
Please forward your responses to the CMS Coordination_Regs_OSORA Outlook
mailbox by 3:00 p.m. on June 16, 2010.  Electronic markups
should include redline and strikeouts of the additions and deletions by using
the "Track Changes" feature in MS Word.  If you are providing
comments electronically, save your comments with your component's acronym in
parentheses at the end of the file name (for example, if the component is CBC,
then the file would be saved as 4069-P-Preamble(CBC).doc).  It would also
be helpful if you would suggest language that would respond to your comment to
insert into the document.




 




Hard copy markups may be
delivered to Jackie Small (C5-10-25).




 




This document contains interim
final regulations implementing the rules for group health plans and health
insurance coverage in the group and individual markets under provisions of the
Patient Protection and Affordable Care Act regarding preexisting condition
exclusions, lifetime and annual dollar limits on benefits, rescissions,
prohibition on discrimination in favor of highly compensated individuals,
patient protections, and non-federal governmental plans.    




 




If you have any questions
regarding submission of clearances and comments, you may contact Jackie
Small, x6-6538.  Please call Jim Mayhew, x6-9244 for policy‑related
questions.  
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Non-Federal Governmental Plans  




 




HEALTH CARE REFORM REGULATION




 




PLEASE
NOTE: This regulation went out for clearance
this morning. Attached is a revised version of the document which includes the
Impact Analysis, found beginning on page 33. Please submit your clearances by COB
today.




 




Clearance
requested by COB on June 16, 2010.




 




Urgency:  This interim final rule is scheduled for publication on June
21, 2010.  Therefore, it is important that we receive all clearances
timely.  Thank you, in advance, for your prompt response.




 




The subject document is attached
for your review and clearance.  If you are the regulations coordinator, please
clear the document through all divisions in your center or office, even if your
center or office is the lead policy component for the document.  Please forward
your responses to the CMS Coordination_Regs_OSORA Outlook mailbox by COB
on June 16, 2010.  Electronic markups should include redline and strikeouts
of the additions and deletions by using the "Track Changes" feature
in MS Word.  If you are providing comments electronically, save your comments
with your component's acronym in parentheses at the end of the file name (for
example, if the component is CBC, then the file would be saved as
4069-P-Preamble(CBC).doc).  It would also be helpful if you would suggest
language that would respond to your comment to insert into the document.
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This document contains interim
final regulations implementing the rules for group health plans and health
insurance coverage in the group and individual markets under provisions of the
Patient Protection and Affordable Care Act regarding preexisting condition
exclusions, lifetime and annual dollar limits on benefits, rescissions,
prohibition on discrimination in favor of highly compensated individuals,
patient protections, and non-federal governmental plans.    
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Small, x6-6538.  Please call Jim Mayhew, x6-9244 for policy‑related
questions.  
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except  that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits apply differently to certain account based plans, especially where other rules apply to limit the benefits available.  For example, under Section 9005 of the Affordable Care Act the annual amount of salary reduction contributions for health flexible spending arrangements (health FSAs) is specifically limited to $2,500 (indexed for inflation) beginning for taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the related medical benefits be limited.  Health Reimbursement Arrangements (HRAs) are another type of account based health plan and typically consist of a promise by an employer to reimburse up to a certain level of medical expenses during the year, with unused amounts available in future years.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  In the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits. 



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that, to date, regulations under section 1302 of the Affordable Care Act have not yet been issued.  Accordingly, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.   Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition will not cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later determined not to be essential health benefits in future guidance issued under section 1302(b) of the Affordable Care Act.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit taking the position that it was not an essential health benefit and at the same time treat that particular benefit as an essential health benefit by taking it into account for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert section] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  State law applicable to health insurance issuers may provide additional protections with respect to cancellations of coverage.  


These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations largely repeat the statutory standard for rescission with a few clarifications.  However, if the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated 


      Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  Under proposed rules issued December 30, 2004 (69 FR 78800), if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The final regulations under section 105(h) of the Code,
 prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in 1981.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, ranking them by the number of providers with which the rates were negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount from above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV. Economic Impact and Paperwork Burden



A.  Summary--Department of Labor and Department of Health and Human Services


As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.



The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  They have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  



B.  Executive Order 12866--Department of Labor and Department of Health and Human Services




Under Executive Order 12866 (58 FR 51735), the Departments must determine whether a regulatory action is “significant” and therefore subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that these rules are significant within the meaning of section 3(f)(1) of the Executive Order, because they are likely to have an annual effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.



			TABLE 1.--Accounting Table


			


			


			


			





			Benefits


			 


			 


			 


			 





			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 





			Costs


			 Estimate


			Year Dollar


			Discount Rate


			Period Covered





			Annualized Monetized ($millions/year)


			4.9 


			2010


			7%


			2011-2013





			


			4.9 


			2010


			3%


			2011-2013





			        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.





			Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   





			Transfers


			 


			 


			 


			 





			Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.








1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)



a. Summary  



As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.



In this section, the Departments estimate the number of individuals affected by these interim final regulations.  Beginning with the population of individuals age 0-19, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.



b. Estimated Number of Affected Individuals  



In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.



The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected and calibrated to 2010 to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  



There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a waiting period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.


It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  



The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  



The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   



Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010


			Parent's insurance status


			 





			 


			Number of children 





			


			





			Parent has employer-sponsored insurance (ESI)


			190,000





			Parent offered ESI


			60,000





			Parent has individual market insurance 


			10,000





			Parent does not have private insurance*


			270,000





			No parent


			20,000





			Total 


			540,000








* Primarily parents who are uninsured, but also including a small number who have public coverage.


 The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.  



At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a waiting period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be a waiting period, making coverage desirable.  Such children may be affected by this provision.  



Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  



In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  



While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    



As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small number gaining group coverage.
   



Table 1.2 Estimated number of children gaining coverage 



			 


			Gain Employer-Sponsored Insurance


			Gain Individual Market Insurance


			Total





			High Take-Up


			10,000


			62,000


			72,000





			Medium Take-Up


			6,000


			45,000


			51,000





			Low take-Up


			2,000


			29,000


			31,000








The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a waiting period requirement).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.



c. Benefits  



The benefits of PHS Act Section 2704 and these interim final rules are expected to far outweigh the costs to the regulated community.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  



Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.



With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.



In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules have the potential to lower families’ health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.



In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families experiencing preexisting conditions may be important.  Their personal job-lock circumstances would have left them with few choices, and under these interim final regulations they will not only have increased access to health insurance, but they will also have increased access to opportunities in the labor market, thereby increasing workplace productivity as well.



d. Costs and Transfers



Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Uninsured children with pre-existing conditions have expenditures that are somewhat lower than the average for all children with pre-existing conditions, but it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to health insurance spending.  


As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small.  



The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  



In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  However, even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.  In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the potential impact on premiums would be 1 percent or less.



Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage of their children’s condition without a waiver.  Children in a waiting period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.



The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.  



Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small.  


2. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)



a. Summary  


As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  



For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  



The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



b. Estimated Number of Affected Entities  


In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  


Table 2.1: Prevalence of Lifetime Limits



			Market


			Prevalence of Limit


			Number of Enrollees





			Large Group


			


			





			No Limit


			37%


			38,300,000





			Under $1,000,000


			1%


			1,000,000





			$1,000,000 - $2,000,000


			18%


			18,700,000





			$2,000,000 or higher


			45%


			46,600,000





			


			


			





			Small Group


			


			





			No Limit


			48%


			25,200,000





			Under $1,000,000


			1%


			500,000





			$1,000,000 - $2,000,000


			12%


			6,300,000





			$2,000,000 or higher


			39%


			20,500,000





			


			


			





			Individual


			


			





			No Limit


			11%


			1,100,000





			Under $1,000,000


			2%


			200,000





			$1,000,000 - $2,000,000


			1%


			100,000





			$2,000,000 or higher


			86%


			8,400,000








Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  


Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits


There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.


Table 2.2 Percent of plans employing annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual





			Under $250,000


			*


			0.4%


			0.4%





			$250,000 - 499,999


			*


			1.3%


			1.2%





			$500,000 – 999,999


			*


			1.7%


			1.6%





			$1,000,000 – 1,999,999


			2.3%


			5.5%


			12.0%





			$2,000,000 plus


			5.8%


			5.5%


			3.8%





			Total


			8.2%


			14.4%


			19.0%








* Less than 0.1%



Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 2.3 Number of persons subjected to annual limits in each market



			Annual Limit


			Large Employer


			Small Employer


			Individual


			Total





			Under $250,000


			15,000


			225,000


			38,000


			278,000





			$250,000 - 499,999


			45,000


			675,000


			115,000


			835,000





			$500,000 – 999,999


			60,000


			900,000


			153,000


			1,113,000





			$1,000,000 – 1,999,999


			2,389,000


			2,869,000


			1,177,000


			6,435,000





			$2,000,000 plus


			6,041,000


			2,869,000


			377,000


			9,287,000





			Total


			8,550,000


			7,538,000


			1,860,000


			17,948,000








Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 



Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit over their lifespan. 


Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit


			


			Projected to ever exceed limit





			Current Lifetime Limit


			Percentage


			Number





			Under $1,000,000


			0.03- 0.06%


			550-1,050





			$1,000,000 to $1,999,999


			0.02%


			  4,500-5,000





			$2,000,000 plus


			0.02%


			  13,600-14,350 





			


			


			





			Current Annual Limit


			


			





			Under $250,000


			0.19-0.23%


			550-650





			$250,000 to $499,999


			0.08-0.10%


			650-850





			$500,000 to $999,000


			0.03-0.06%


			350-700





			$1,000,000 to $1,999,999


			0.02%


			1,150-1,300





			$2,000,000 or more 


			0.01-0.02%


			750-1,750





			


			


			








Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c. Benefits  


Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions
; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting.



The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.



These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


d. Costs and Transfers  


Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services. 



Given the small numbers of people who exceed the benefit limits in the current markets, the Departments anticipate such transfers to be minimal when spread across the insured population, compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in the anticipated plan changes to this interim final rule.  In Section 6, the Departments provide an overall estimate for the premium impacts associated with the various early insurance market provisions of the Affordable Care Act.



In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.



It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing further quantification of these benefits.


e. Enrollment Opportunity



These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 



f. Alternatives


Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  



It is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.



Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  



The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  



Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 



Table 2.5 Estimated premium impacts for a plan moving to a new annual limit



			Current Limit


			New Limit





			 


			People Subject to Current Limit


			 



$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			278,000


			3.7%


			5.1%


			6.1%


			6.2-6.4%


			6.2-6.6%





			$500k


			835,000


			


			1.4%


			2.3%


			2.4-2.6%


			2.4-2.8%





			$750k


			1,113,000


			


			


			1.0%


			1.0-1.2%


			1.0-1.5%





			$1 million


			6,435,000


			


			


			


			0.1-0.3%


			0.1-0.5%





			$1.5 million


			9,287,000


			


			 


			 


			 


			0.04-0.2%








Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 


3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).



a. Summary 


As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  If an individual appeals the rescission of their health insurance plan or policy, PHS Act section 2719 requires their coverage to remain in effect during the appeals process.




PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live.



When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.



b. Estimated Number of Affected Entities  


The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force, which collected data on 52 companies covering the period 2004-2008,
  The NAIC found that rescissions averaged 1.46 per thousand policies in force, or 0.15%.



c. Benefits  




There are many benefits that flow from this interim final rule, which the Departments believe outweigh the costs. To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity and premature death that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.



Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 




This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  In another case, a woman had to deal with the prospect of paying a $30,000 deposit just prior to surgery after her insurer unexpectedly cancelled her policy.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care. 



d. Costs and Transfers  


The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.



To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.


Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health.  


While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  The premium increase would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, so the costs would arguably be a useful transfer.



The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 



Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is no longer allowed by the interim final regulation, plans will expand their underwriting practices, potentially leading to increased denials or pre-existing condition riders. This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation. As a result of this uncertainty, the Departments estimated increases in claims paid across a range. If half of the rescissions were eliminated, claim payments are estimated to increase by 0.5 percent; if only one-quarter of the rescissions were eliminated then claim payments would increase by 0.25 percent; and if three-fourths of the rescissions were eliminated then claims payments would increase by 0.75 percent. Further discussion of translation to overall premiums is discussed in Section 6.



4. PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716



a. Summary  


As stated earlier in this preamble, PHS Act section 2716 and these interim final rules incorporate the nondiscrimination rules of section 105(h) of the Internal Revenue Code (Code) and apply them to insured group health plans.  Code section 105(b) generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received to reimburse medical care expenses incurred by the employee for him or herself, or the employee’s spouse, dependents, or children under age 27.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications, or benefits.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals as defined in Code section 105(h).  



Before the enactment of the Affordable Care Act, these rules did not apply to insured group health plans. Therefore, plan sponsors could purchase health insurance policies providing more generous benefits to highly compensated individuals without violating the nondiscrimination rules.



Public Health Service Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  Therefore, highly compensated individuals do not lose a tax benefit but are subject to the enforcement tools in the Public Health Service Act.  Grandfathered insured group health plans are not subject to this provision. 



b. Estimated Number of Affected Entities  



New fully-insured plans only will be affected by this provision if they do not comply with the nondiscrimination rules.  The Departments are unable to estimate the number of new plans that will not be in compliance or the number of participants and dependents covered by such plans.  


c. Benefits


This rule ensures that government tax expenditures are used to provide employer-sponsored benefits for a broad group of employees across the income spectrum, rather than allowing those benefits to be concentrated on highly-paid executives.  The number of non-highly-compensated individuals who would receive greater benefits under this provision depends on the number and size of affected plans. This provision also ensures that self-insured and fully-insured group health plans are subject to the same nondiscrimination standards. Thus, employers will no longer be allowed to provide more generous benefits to highly compensated individuals through the purchase of group health insurance policies without the potential imposition of an excise tax or a civil action to enjoin a noncompliant act or practice or other appropriate equitable relief.



d. Costs and Transfers 


All affected plans will incur a cost to perform Code section 105(h) discrimination testing. The Departments are unable to estimate this cost, because they cannot provide an estimate of the number of plans that will be subject to the provision
 or the cost to a plan to perform discrimination testing.  The Departments request comments on estimating these costs.  Plans that need to make fundamental changes to become compliant could incur substantial costs to implement plan design changes.  



Plan sponsors that make design changes to their plans to become compliant with this rule will make a transfer.  The nature of the transfer depends on the structure of plan modifications. For example, if employers provide equivalent benefits to non- highly-compensated individuals and highly-compensated individuals as a result of this rule by raising the benefits of non-highly-compensated individuals, the transfer would go from the firms to non- highly-compensated individuals.  However, additional health benefits could also lead to lower wages, mitigating such a transfer.  An increase in the number of non- highly-compensated individuals participating in plans may lead to increased tax breaks for health insurance for those non-highly-compensated individuals, representing a transfer from the government to non- highly-compensated individuals.  If firms instead discontinue providing more generous benefits to highly-compensated individuals, the transfer would go from highly-compensated individuals to the firm which may increase wages increased as a result. 



5.  PHSA Section 2719A, Patient Protections 


As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.



These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.



A.  Choice of Health Care Professional


1. Designation of Primary Care Provider


a. Summary.  


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  


b. Estimated Number of Affected Entities.  


Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.



Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.



c. Benefits.  


Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  



Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  


d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.



There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.



2. Designation of Pediatrician as Primary Care Provider


a. Summary.  


If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  



b. Estimated Number of Affected Entities.  


Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.



c.  Benefits.  



By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.



In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.



d. Costs and Transfers.  


Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  



Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.



3. Patient access to obstetrical and gynecological care


a. Summary.  


The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  



b. Estimated Number of Affected Entities.  


Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.



The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.



c. Benefits.  


This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.



Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.



To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  



4. Costs and Transfers.  


One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.



5. Transfers Associated with the Rule.  



To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.


B.  Coverage of Emergency Services



1. Summary.  



Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  



Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  




2. Estimated Number of Affected Entities


This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.



The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.




Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 



3. Benefits


Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.



The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  



 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 


4. Costs and Transfers


The economic costs associated with the emergency department provisions are likely to be negligible.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be extraordinarily small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.



The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision.  


C. Application to grandfathered health plans.  


As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



D.  Patient Protection Disclosure Requirement



The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.



6. Overall Effects of the Insurance Market Reforms


a. Summary and Methodology.



The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include five of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Two additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  The Departments have estimated the cumulative effect of these provisions, described below.  



The estimated impact on health insurance premiums is cumulative and does not isolate the individual effects of each provision for four reasons.  First, these provisions interact: policies that change the content of coverage will alter the impact of policies that extend such coverage to additional populations in complicated ways that are not necessarily additive.  For example, the law requires new plans to include coverage of recommended preventive services with no cost sharing.  This provision could increase the attractiveness of health insurance for young adults newly eligible for dependent coverage, thus increasing participation.  Its potential short-run costs could increase the number of small business plans that remain grandfathered, limiting its application to people insured through small businesses.  Its long-run benefits could be magnified when combined with the additional coverage provided to children when pre-existing condition exclusions are prohibited in all new plans and group grandfathered plans.  As such, this one policy may increase participation in health insurance for one group (young adults), decrease its application to another group (small business workers), and amplify the benefits for a third group (children).  



Other interactions are also possible.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  Complex interactions make it impossible to model all of the permutations possible with these interactions.  



Second, while each of the provisions addressed in these interim final rules has independent effects on populations and insurance markets, none goes into effect in isolation.  Each health plan and issuer will adopt a set of provisions in its plan year beginning on or after September 23, 2010, depending on its market, plan type, and grandfather status.  Thus, plans and issuers will be considering the totality of the provision in making decisions about health plan modifications that directly affect the implementation of these policies along with other plan design changes such as modifications to deductibles and copayments. There will be no way to track and evaluate the singular impact of each provision in these rules.



Third, plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  As such, it is not possible to predict whether or not a plan remains grandfathered for each provision separately.  



Fourth, estimating these effects cumulatively limits the errors that compound with adding highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations, making exact quantifications of benefits, costs, and transfers difficult.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; behavioral changes by plans and enrollees over time; and take-up rates under different insurance scenarios. 



As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  Therefore, average impacts cannot simply be added to obtain a total impact without considering the greater range of uncertainty.  It is especially important to note the variation in insurance market reforms across states.  Only New York and New Jersey require pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 



 
As such, the potential impact on premiums described below was estimated for the entire set of Affordable Care Act insurance provisions that apply to plans effective on or after September 23, 2010.
  The estimates are for a point in time when all of the policies are fully implemented.  This range was calculated for four types of plans: group plans, group grandfathered plans, individual market plans, and individual market grandfathered plans.



The Departments estimated an upper and lower bound for the premium effects of these provisions.  The upper bound was calculated using the component provisions’ potential effects when possible.  These analyses are described earlier in this impact analyses and in previous regulatory impact analyses.  The upper-bound estimate assumes the provisions are largely additive and that there is little behavioral response to downwardly adjust premiums due to competition, insurance oversight, and other pressures.  



The lower-bound estimate was calculated by discounting the upper-bound estimate to take into account the likely downward pressure plus the potential benefits that would result from the provisions in these regulations.  As with the upper bound, individual provisions’ potential benefits were considered in making this calculation.  In addition, evidence on the hard-to-quantify but nonetheless real benefits of these policies was taken into account.  These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.


A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.
  A widely cited report by the Institute of Medicine (IOM),
 and a subsequent update by the Urban Institute
 build on these type of estimates to calculate excess deaths resulting from uninsurance.  Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to extending family coverage to adult children and prohibiting pre-existing condition exclusions – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.  




A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions exposes the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.




A third type of benefit from these regulations is improved worker productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, expanding patient protections, and increasing the use of high-value preventive care will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing worker productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the plan could deny coverage to the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  


Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the wasted health system costs due to cost shifting and uncompensated care.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  To calculate the magnitude of this amount, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health and thus higher health care spending, up to half of which may be uncompensated care.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  On the basis of the economics literature on the subject,
 the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers. 




The Departments focus on the premium impact, rather than the national health expenditure effect or health effects, primarily because this is the metric most commonly used in health economics and business management in the health industry.  A final note on the premium impact methodology is that these effects are partially a transfer of existing costs, and partially new costs to the health care system.  As consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  Both of these costs and transfers together will generate a change in premiums.  The proportion attributable to increased costs (i.e., additional demand and utilization of services) versus transfers (i.e., cost-shifting across populations) will depend on the types of populations and services considered.  For emergency services and those less elective in nature, the majority of premium impacts will stem from cost-shifting, while for primary care and preventive services, the Departments expect a larger component of induced demand.




b. Premium effects



The Departments have estimated general ranges of premium changes related to the following provisions: Section 2704, Prohibition of preexisting condition exclusions or other discrimination based on health status; Section 2711, No lifetime or annual limits; Section 2712, Prohibition on rescissions; Section 2713, Coverage of preventive health services; Section 2714, Extension of dependent coverage; 2719, Appeals; and Section 2719A, Patient protections. We note that the regulations are yet to be published for Sections 2713 and 2719. For 2713, the Departments feel that the statutory discretion is limited such that it would not have a substantial impact on already uncertain estimates for the premium impact of requiring coverage of preventive services at no cost-sharing for non-grandfathered health plans. For 2719, the Departments feel that premium impacts would be negligible, although further clarification and estimation of costs such as administrative burden will be delineated with that corresponding regulatory impact analysis.



The upper-bound premium impact of these rules ranges from an increase of less than 1 percent for grandfathered plans to 2 to 3 percent for the group market, to 5 to 6 percent for individual market plans that are not grandfathered.  The lower-bound premium impact analysis suggests that the rules have a negligible effect on grandfathered plans and could increase premiums by 2 percent for group plans and 4 to 5 percent for individual market plans that are not grandfathered.  



Of this total premium impact in the group market, about half of the upper-bound premium impact stems from having new insurance plans cover recommended prevention with no cost sharing.  Congress and the Administration included this benefit in the Affordable Care Act because evidence suggests that cost sharing is a barrier to the use of preventive services which, in the long-run, have the potential to reduce mortality, morbidity, and costs.  While large group plans tend to offer comprehensive preventive services, this is less common in the small group market, and even those group plans that offer prevention often do not do so with zero cost sharing.  To a lesser degree, the addition of dependent coverage affects group coverage premiums; the previous impact analysis estimated that, as a stand-alone policy, it could increase premiums by 0.7 to 1 percent.  The combination of the restricted annual and lifetime limit policies, as described earlier, would have less than a 1 percent premium impact.  And, eliminating benefit exclusions and waiting periods for children with pre-existing conditions would be minimal since the only effect is removing waiting periods and benefit exclusions that are uncommon in this market.  



The larger overall premium impact on individual market plans compared to group plans reflects the fact that group plans tend to include many of the protections that would be newly included in individual market plans, especially in the area of preventive services whose premium effect accounts for two-thirds of the total upper-bound increase of 5 to 6 percent.  The prohibition on pre-existing condition exclusions for children for non-grandfathered individual market plans could be up to 1 percent, more than the group market given the prevalence of underwriting in the individual market.  Similarly, lifetime limits are more prevalent in the individual than in the group market, and thus prohibiting lifetime limits has a larger estimated effect in the individual than in the group market (but still less than 1).  With some of the other provisions, however, the effect on the individual market is smaller than the group market.  This is particularly true for the dependent coverage where, in most states, policy holders will pay separately for each additional adult child they add.  



The premium effect of these regulations on grandfathered plans ranges from negligible to less than 1 percent.  Grandfathered group plans are subject to the same small increases that result from the restricted annual and lifetime limit and pre-existing condition exclusion policy for children.  Individual market plans that are grandfathered are only really affected by the prohibition on lifetime limits which, as described earlier, would increase premiums by less than 1 percent.



These estimates are consistent with other official estimates of the premium effects of the Affordable Care Act.  The Congressional Budget Office included no revenue effect from premium changes in its estimates of the legislation.  The Centers for Medicare and Medicaid Services Office of the Actuary estimated an increase in national health expenditures associated with insuring adult children through their parents’ policies, but stated that the other insurance reforms “would have only a relatively minor upward impact on national health spending.”
  Employer benefit consultants recently reported similar effects, suggesting that the premiums for employer-sponsored insurance would increase by 2 to 3 percent and that the legislation would have “minor impact”.
  



D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 



Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury



Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.  Paperwork Reduction Act



1. Department of Labor and Department of Treasury 



As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.



Currently, the Departments are soliciting comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:



· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;



· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;



· Enhance the quality, utility, and clarity of the information to be collected; and 



· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.



    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov. Although comments may be submitted through [insert date that is 60 days after publication in the Federal Register], OMB requests that comments be received within 30 days of publication of these interim final regulations to ensure their consideration.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).


a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  



The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.




The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.



The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  



Type of Review: New collection.



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.



OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 315.



Total Responses: 29,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded;  therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans
.  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 



Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 1210–NEW; 1545–NEW.



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents: 100.



Total Responses: 1,600.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).



Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).



c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement




As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 


 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year..



The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  



Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 




The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows: 




Type of Review: New Collection




Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.




Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.



OMB Number: 1210-New; 1545-New




Affected Public: Business or other for-profit; not-for-profit institutions.




Total Respondents 262,000 (three year average).




Total Responses: 6,186,000 (three year average).



      
Frequency of Response: 
One time



      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).



      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2. Department of Health and Human Services



As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.




a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  



Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 



The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  




While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 



There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  




The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.




The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.



The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 630.



Responses: 13,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 1,300 hours.



Estimated Total Annual Burden Cost: $6,500.


If you comment on this information collection and recordkeeping requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov




b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.



This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.
  


These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 



OMB Number: 0938–NEW.



Affected Public: For Profit Business.



Respondents: 490


Responses: 56,5,000.



Frequency of Response: Occasionally.



Estimated Total Annual Burden Hours: 1,100 hours.



Estimated Total Annual Burden Cost: $27,700.


c. ICR related to Affordable Care Act  Patient Protections Disclosure




As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.




Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.




The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 



Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   





The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.




These paperwork burden estimates are summarized as follows:




Type of Review: New collection.




Agency: Department of Health and Human Services.


Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.




OMB Number: 0938–NEW.




Affected Public: Business; State, Local, or Tribal Governments.




Respondents: 10,600.




Responses: 2,067,000.




Frequency of Response: One-time.




Estimated Total Annual Burden Hours: 2,700 hours.



Estimated Total Annual Burden Cost: $32,000.



If you comment on any of these information collection requirements, please do either of the following:  




1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 




2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,




Attention:  CMS Desk Officer, 4140-IFC





Fax:  (202) 395‑6974; or 




Email:  OIRA_submission@omb.eop.gov



G.  Congressional Review Act



These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act



The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services



Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 


implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.



In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 



In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan



as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 



In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 


Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, 54.9815-2716T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2716T also issued under 26 U.S.C. 9833. 


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of chapter 100 and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2716T is added to read as follows:


§ 54.9815-2716T Prohibiting discrimination in favor of highly compensated individuals (temporary).



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) and the nondiscriminatory benefits rule of section 105(h)(4) apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5).


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



9. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


10.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2716 is added to subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



8. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, §§ 220(f)(1), (4) and 223(f)(1), (4).



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  



� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf



� Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. 



� We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; provide additional references).  However, none of this work is very helpful in estimating the level of take-up the Departments should expect in response to this interim final regulation.  In the absence of strong empirical guidance, we provide a wide range for our assumptions. 



� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.



� The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132



� Ibid.



� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: � HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051" ��http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 



� Uninsured children are at least 70% more likely than insured children to not receive



medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.



� Ibid.



� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf



� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: � HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132" ��http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�



� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf



� � HYPERLINK "http://content.healthaffairs.org/cgi/reprint/25/2/w93" ��http://content.healthaffairs.org/cgi/reprint/25/2/w93�, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1



� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4



� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325



� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf



� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf



� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf �http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 



� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 



� From the Departments’ analysis of MEPS data.  



� �HYPERLINK http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�



� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.



� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 



� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.







� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.



� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.







� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.



� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).



� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf



� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 



� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.



� Numbers calculated from Table 2.4 may differ due to rounding.



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.



� 2009 Current Population Survey.



� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).



� NAIC Rescission Data Call, December 17, 2009, p.1.



� Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf



� Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: � HYPERLINK "http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story" ��http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story�. 



� Testimony of Robin Beaton. House Committee on Energy and Commerce, available: http://energycommerce.house.gov/Press_111/20090727/01%20Testimony%20of%20Robin%20Beaton.pdf



� The potential affected population is the estimated number of insured group health plans that relinquished grandfathering; however, the Departments are unable to estimate the subset of those plans that provide discriminatory benefits to highly compensated individuals. Therefore, the Departments cannot estimate the costs.







� Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  



� Kaiser Family Foundation, “Number of HMOs, July 2008,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a" ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a� Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.



� Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.



� See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 �5 (2009). 



� See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�. 



� See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  



� Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).



� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).



� Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  



� Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).



� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).



� Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).



� Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”



� Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” 



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� There is no data available to estimate the number of plans that fall into this category.



� See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care



of Newborns, Infants, Children, Adolescents, and Young Adults,” available at � HYPERLINK "http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf" ��http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf�.  



� For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7" ��http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7�.



� Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”



� “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at � HYPERLINK "http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm" ��http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm�.



� Ibid.



� http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf



� For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.



� See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  



� See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at � HYPERLINK "http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf" ��http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf�. 



� See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.



� Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at � HYPERLINK "http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114" ��http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114�



� U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 



� See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.



� See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.



� Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  



� BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.



� Note that while the medical loss ratio reporting requirement takes effect for plan years effective on or after September 23, 2010, its rebate requirement is not effective until January 1, 2011.  As such, this analysis does not include this provision.



� See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). 



� Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. �HYPERLINK "http://books.nap.edu/openbook.php?record_id=10367&page=R1"�http://books.nap.edu/openbook.php?record_id=10367&page=R1�. 



� Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.



 �HYPERLINK "http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf"�http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf�.  
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� Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.
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� The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 







� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).



� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.



� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).



� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.



� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.



� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.



� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).



� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf



� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.







� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [Insert Federal Register cite]



� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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Clearance requested by 3:00
p.m. on June 16, 2010.




 




Urgency:  This interim final rule is scheduled for publication
on June 21, 2010.  Therefore, it is important that we receive all
clearances timely.  Thank you, in advance, for your prompt response.




 




The subject document is attached
for your review and clearance.  If you are the regulations coordinator,
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mailbox by 3:00 p.m. on June 16, 2010.  Electronic markups
should include redline and strikeouts of the additions and deletions by using
the "Track Changes" feature in MS Word.  If you are providing
comments electronically, save your comments with your component's acronym in
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delivered to Jackie Small (C5-10-25).




 




This document contains interim
final regulations implementing the rules for group health plans and health
insurance coverage in the group and individual markets under provisions of the
Patient Protection and Affordable Care Act regarding preexisting condition
exclusions, lifetime and annual dollar limits on benefits, rescissions,
prohibition on discrimination in favor of highly compensated individuals,
patient protections, and non-federal governmental plans.    




 




If you have any questions
regarding submission of clearances and comments, you may contact Jackie
Small, x6-6538.  Please call Jim Mayhew, x6-9244 for policy‑related
questions.  
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Blank Sheet


						Estimates									Units


			Category			Primary Estimate			Low Estimate			High Estimate			Year Dollar			Discount Rate			Period Covered			Notes


			Benefits


			Annualized    Monetized ($millions/year)															7%


																		3%


			Annualized Quantified															7%


																		3%


			Qualitative


			Costs


			Annualized    Monetized ($millions/year)															7%


																		3%


			Annualized Quantified															7%


																		3%


			Qualitative


			Transfers


			Federal Annualized Monetized ($millions/year)															7%


																		3%


			From/To			From:									To:


			Other Annualized Monetized ($millions/year)															7%


																		3%


			From/To			From:									To:


			Effects


			State, Local, and/or Tribal Government


			Small Business


			Wages


			Growth








Sheet with calculations


			TABLE 1.--Accounting Table


			Benefits


			Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, and requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to the most vulnerable and also could improve patients’ health by improving access to care.


			Costs			Estimate			Year Dollar			Discount Rate			Period Covered


			Annualized Monetized ($millions/year)			4.9			2010			7%			2011-2013


						4.9			2010			3%			2011-2013


			Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to chose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.


			Qualitative: To the extent these patient protections increase access to health care services and lead to unneeded care being obtained costs will increase without a compensating increase in benefits.


			Transfers


			Annualized Monetized ($millions/year)			0.0			2010			7%			2011-2013						From			Individuals paying premiums


						0.0			2010			3%			2011-2013						To			Ind. Obtaining  protections


			Qualitative: These patient protections create a transfer of wealth from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.


			Effects


			State, Local, and/or Tribal Government			N/A


			Small Business			N/A


			Wages			To the extent the increased patient protections lead to improved health, there could be an increase in worker productivity and hence the workers wages.


			Growth			To the extent the increased patient protections lead to improved health, there could be an increase in worker productivity.


			Worksheet


			Number of years			3			Years																														Present Values


									1			2			3			4			5			6			7			8			9			10			7%			3%


			Benefits


			Annualized    Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Annualized Quantified ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Costs


			Annualized    Monetized ($millions/year)			Primary			6.393867			4.554191			3.713547																								13.0			13.9


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Annualized Quantified ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Transfers


			Federal Annualized Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Other Annualized Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0








Example 1


			Example 1


			PPS rule which increases Medicare payments to home health agencies by $250 million in 2005


						Estimates									Units


			Category			Primary Estimate			Low Estimate			High Estimate			Year Dollar			Discount Rate			Period Covered			Notes


			Benefits


			Annualized    Monetized ($millions/year)			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			Annualized Quantified			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			Qualitative


			Costs


			Annualized    Monetized ($millions/year)			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			Annualized Quantified			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			Qualitative


			Transfers


			Federal Annualized Monetized ($millions/year)			250.0			0.0			0.0			2005			7%			2005


						250.0			0.0			0.0			2005			3%			2005


			From/To			From:			Medicare						To:			Home Health Agencies


			Other Annualized Monetized ($millions/year)			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			From/To			From:									To:


			Effects


			State, Local, and/or Tribal Government			N/A


			Small Business			N/A


			Wages			N/A


			Growth			N/A


			Worksheet


			Number of years			1			Years																														Present Values


									1			2			3			4			5			6			7			8			9			10			7%			3%


			Benefits


			Annualized    Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Annualized Quantified ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Costs


			Annualized    Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Annualized Quantified ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Transfers


			Federal Annualized Monetized ($millions/year)			Primary			250																														233.6			242.7


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Other Annualized Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0








Example 2


			Example 2


			Conditions of participation change which imposes a cost on providers of $100M (with a 10% uncertainty) in the first year and $30 million (10% uncertainty) for following years.  Monetized benefits are $50M (15% uncertainty) in first year, growing by 10% p.a.  Quantified benefits are a reduction in deaths due to infection of 100 the second year (uncertainty of 10%), growing by 10% per year. Qualititive benefits are an increase in provider flexibility and an unquantifiable increase in patient safety.  Period covered is 5 years.


						Estimates									Units


			Category			Primary Estimate			Low Estimate			High Estimate			Year Dollar			Discount Rate			Period Covered			Notes


			Benefits


			Annualized    Monetized ($millions/year)			60.3			51.2			69.3			2005			7%			2005-2009


						60.7			51.6			69.8			2005			3%			2005-2009


			Annualized Quantified			88.9			80.0			97.7						7%						Reduction in deaths due to infection


						91.1			82.0			100.2						3%


			Qualitative			Increased patient safety and increased provider flexibility


			Costs


			Annualized    Monetized ($millions/year)			46.0			41.4			50.6			2005			7%			2005-2009


						44.8			40.4			49.3			2005			3%			2005-2009


			Annualized Quantified			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			Qualitative


			Transfers


			Federal Annualized Monetized ($millions/year)			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			From/To			From:									To:


			Other Annualized Monetized ($millions/year)			0.0			0.0			0.0						7%


						0.0			0.0			0.0						3%


			From/To			From:									To:


			Effects


			State, Local, and/or Tribal Government			N/A


			Small Business			N/A


			Wages			N/A


			Growth			N/A


			Worksheet


			Number of years			5			Years																														Present Values


									1			2			3			4			5			6			7			8			9			10			7%			3%


			Benefits


			Annualized    Monetized ($millions/year)			Primary			50.0			55.0			60.5			66.6			73.2																		247.1			278.0


						Low			42.5			46.8			51.4			56.6			62.2																		210.1			236.3


						High			57.5			63.3			69.6			76.5			84.2																		284.2			319.7


			Annualized Quantified ($millions/year)			Primary			0.0			100			110			121			133																		364.3			417.2


						Low			0.0			90			99			109			120																		327.9			375.5


						High			0.0			110			121			133			146																		400.8			459.0


			Costs


			Annualized    Monetized ($millions/year)			Primary			100			30			30			30			30																		188.4			205.4


						Low			90			27			27			27			27																		169.6			184.8


						High			110			33			33			33			33																		207.3			225.9


			Annualized Quantified ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Transfers


			Federal Annualized Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0


			Other Annualized Monetized ($millions/year)			Primary																																	0.0			0.0


						Low																																	0.0			0.0


						High																																	0.0			0.0
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except  that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits apply differently to certain account based plans, especially where other rules apply to limit the benefits available.  For example, under Section 9005 of the Affordable Care Act the annual amount of salary reduction contributions for health flexible spending arrangements (health FSAs) is specifically limited to $2,500 (indexed for inflation) beginning for taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the related medical benefits be limited.  Health Reimbursement Arrangements (HRAs) are another type of account based health plan and typically consist of a promise by an employer to reimburse up to a certain level of medical expenses during the year, with unused amounts available in future years.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  In the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits. 



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that, to date, regulations under section 1302 of the Affordable Care Act have not yet been issued.  Accordingly, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.   Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition will not cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later determined not to be essential health benefits in future guidance issued under section 1302(b) of the Affordable Care Act.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit taking the position that it was not an essential health benefit and at the same time treat that particular benefit as an essential health benefit by taking it into account for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert section] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  State law applicable to health insurance issuers may provide additional protections with respect to cancellations of coverage.  


These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations largely repeat the statutory standard for rescission with a few clarifications.  However, if the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated 


      Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  Under proposed rules issued December 30, 2004 (69 FR 78800), if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The final regulations under section 105(h) of the Code,
 prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in 1981.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, ranking them by the number of providers with which the rates were negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount from above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV.  Economic Impact and Paperwork Burden


[TO BE CIRCULATED SEPARATELY]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, 54.9815-2716T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2716T also issued under 26 U.S.C. 9833. 


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of chapter 100 and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2716T is added to read as follows:


§ 54.9815-2716T Prohibiting discrimination in favor of highly compensated individuals (temporary).



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) and the nondiscriminatory benefits rule of section 105(h)(4) apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5).


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



9. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


10.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2716 is added to subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



8. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, §§ 220(f)(1), (4) and 223(f)(1), (4).



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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RIN XXXX-XXXX



Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, and Patient Protections 


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, and patient protections.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability dates:


1.  Group health plans and group health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.



2.  Individual health insurance coverage. These interim final regulations, except these interim final regulations under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except  that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.



ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA715.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits apply differently to certain account based plans, especially where other rules apply to limit the benefits available.  For example, under Section 9005 of the Affordable Care Act the annual amount of salary reduction contributions for health flexible spending arrangements (health FSAs) is specifically limited to $2,500 (indexed for inflation) beginning for taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the related medical benefits be limited.  Health Reimbursement Arrangements (HRAs) are another type of account based health plan and typically consist of a promise by an employer to reimburse up to a certain level of medical expenses during the year, with unused amounts available in future years.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  In the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits. 



The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act
 and applicable regulations.   The Departments recognize that, to date, regulations under section 1302 of the Affordable Care Act have not yet been issued.  Accordingly, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.   Therefore, for example, a plan or issuer imposing a restricted annual limit and using a reasonably broad definition of essential health benefits taking into account the 10-factor definition will not cited by the Departments for a violation of the rules on restricted annual limits if the limit applies to benefits that are later determined not to be essential health benefits in future guidance issued under section 1302(b) of the Affordable Care Act.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit taking the position that it was not an essential health benefit and at the same time treat that particular benefit as an essential health benefit by taking it into account for purposes of applying the restricted annual limit.


These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see [insert section] later in this preamble.  


In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health Human Services to establish a program under which the requirements relating to annual limits may be deferred if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a deferred effective date is expected to be issued in the near future.


These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act:


· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  



· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  



· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 


     2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.


This provision builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  State law applicable to health insurance issuers may provide additional protections with respect to cancellations of coverage.  


These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c)
 and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage.


In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations largely repeat the statutory standard for rescission with a few clarifications.  However, if the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated 


      Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  Under proposed rules issued December 30, 2004 (69 FR 78800), if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The final regulations under section 105(h) of the Code,
 prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in 1981.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 



      2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.


Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, ranking them by the number of providers with which the rates were negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount from above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV.  Economic Impact and Paperwork Burden


[TO BE CIRCULATED SEPARATELY]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service



26 CFR Chapter I



Accordingly, 26 CFR Parts 54 and 602 are amended as follows:



PART 54--PENSION EXCISE TAXES



1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, 54.9815-2716T, and 54.9815-2719AT in numerical order to read in part as follows:



Authority: 26 U.S.C. 7805. * * *



Section 54.9815-2704T also issued under 26 U.S.C. 9833.



Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *



Section 54.9815-2716T also issued under 26 U.S.C. 9833. 


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *




2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:



§ 54.9801-2 Definitions.  



*
*
*
*
*




Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 54.9801-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 54.9801-2.



*
*
*
*
*



4. Section 54.9815-2704T is added to read as follows:



§ 54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 54.9801-2).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 54.9801-3(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 




(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



 (c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


5. Section 54.9815-2711T is added to read as follows:


§ 54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


6. Section 54.9815-2712T is added to read as follows:



§ 54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of chapter 100 and applicable regulations.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.



(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  



(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



7. Section 54.9815-2716T is added to read as follows:


§ 54.9815-2716T Prohibiting discrimination in favor of highly compensated individuals (temporary).



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) and the nondiscriminatory benefits rule of section 105(h)(4) apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5).


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



8. Section 54.9815-2719AT is added to read as follows:


§ 54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.



(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  



Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.



Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.



(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].



9. The authority citation for part 602 continues to read in part as follows:



Authority:  26 U.S.C. 7805. * * *


10.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:



§602.101 OMB Control numbers.



*   *   *   *   *



(b) * * *



________________________________________________________________________



CFR part or section where                                                                      Current OMB



identified and described                                                                              control No.      



________________________________________________________________________



* * * * * * *



54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-



54.9815-2719AT...............................................................................................1545-



* * * * * * *



________________________________________________________________________



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).



(4) Example.  The rules of this paragraph (b) are illustrated by the following example:



Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the effective date for the requirements of paragraph (d)(1) of this section relating to annual limits may be deferred (for such period specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).


6. Section 2590.715-2712 is added to subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



7. Section 2590.715-2716 is added to subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



8. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider [who is available to accept the participant or beneficiary] can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants or beneficiaries, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to defer effective date.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the effective date for the requirements of paragraph (d)(1) this section relating to annual limits may be deferred (for such period specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan (but prior to January 1, 2011, no benefits would be provided to B because of the operation of the lifetime limit).  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   



(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  At the conclusion of that plan year, Q cannot impose an overall annual limit. 



Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  



(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.



(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 



(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).



§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.



(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.



(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.



(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 



For children, you may designate a pediatrician as the primary care provider.  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:



You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).



(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and




(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, counting a single dollar amount more than once if it was negotiated with more than one provider, and excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.



(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.



(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.



Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.




(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).



� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, §§ 220(f)(1), (4) and 223(f)(1), (4).



� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 



� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� 26 CFR 1.105-11.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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FW: Pkg of 6 Omnibus 6.14.10 6pm

		From

		Mayhew, James A. (CMS/CPC)

		To

		Larsen, Steven (HHS/OCIIO)

		Recipients

		Steven.Larsen@hhs.gov







Here’s the latest from the WH.




 










From: Turner, Amy - EBSA
[mailto:Turner.Amy@dol.gov] 

Sent: Monday, June 14, 2010 8:34 PM

To: Baum, Beth - EBSA; Butikofer, James - EBSA; Corrigan, Dara
(HHS/ASPE); Cosby, Chris - EBSA; Kevin.Knopf@do.treas.gov; Kosin, Donald
(HHS/OGC); Karen.B.Levin@irscounsel.treas.gov; Mayhew, James A. (CMS/CPC);
russell.e.weinheimer@irscounsel.treas.gov; Schumacher, Elizabeth - EBSA;
REWeinheim@aol.com; kevin.paul.knopf@gmail.com; ehschumacher@gmail.com

Subject: Re: Pkg of 6 Omnibus 6.14.10 6pm










 






Following up on my earlier email, below is a summary of the 5:30
call ...



General:

a. The reg will be released June 22, on which day there will be a Presidential
event. 

b. The clear message of this package and the event will be that we are
providing strong consumer protections.

c. Package is to go to OMB by cob tomorrow. 

d. I will circulate something later tonight that makes changes based on the
decisions below. 

Decisions:

1. The HHS opt-out reg is out of the package; it is now a 5-pack. 

2. The 2714 fix is out of the package; we will find another vehicle for this
later. 

3. Rescission/ burden of proof issue - we will table until we can get a better
legal read. 

4. 30-day advance notice required for rescissions. We can add to the preamble
that this gives people an opportunity to find out their rights, look for new
coverage, etc. 

5. Regarding prospective cancellations of coverage, we will solicit comments in
the preamble on whether more guidance is needed and include a stmt about our
ability to issue sub-regulatory guidance, as needed. 

6. Waiver program - 

A. The standard is an "or". That is, substantially decrease access OR
substantially increase premiums. 

B. Waiver process will be housed at HHS, even for self-insured plans. 

C. We will delete the preamble language soliciting comments on the waiver process
in advance of its implementation

D. The process will be up and running in Aug or Sept. 

7. Restricted annual limits - we will add a good faith enforcement period for
determining which benefits go in which "buckets". Because we expect
most or almost all benefits to be essential health benefits, we may indicate
that plans can apply a RAL to a reasonable, broad definition of benefits, at
least until more guidance is issued. 

8. Median - Option two. The median is determined taking into account the number
of provider contracts (but not charges) at each rate. 

9. RIA issues. Still evolving. The Depts will get the best draft together that
they can by cob tommorrow, but it will be an initial draft that wiill continue
to evolve over the OMB review period. 



And so, we rock on! ;)



--------------- 

Sent via Blackberry







 














From: Turner, Amy - EBSA 

To: Baum, Beth - EBSA; Butikofer, James - EBSA; 'Dara.Corrigan@hhs.gov'
<Dara.Corrigan@hhs.gov>; Cosby, Chris - EBSA;
'helen.morrison@do.treas.gov' <helen.morrison@do.treas.gov>;
'joan.dailey@hhs.gov' <joan.dailey@hhs.gov>; 'Kevin.Knopf@do.treas.gov'
<Kevin.Knopf@do.treas.gov>; 'Donald.Kosin@HHS.GOV'
<Donald.Kosin@HHS.GOV>; 'leslie.stafford@hhs.gov'
<leslie.stafford@hhs.gov>; 'Karen.B.Levin@irscounsel.treas.gov'
<Karen.B.Levin@irscounsel.treas.gov>; 'James.Mayhew@cms.hhs.gov'
<James.Mayhew@cms.hhs.gov>; 'russell.e.weinheimer@irscounsel.treas.gov'
<russell.e.weinheimer@irscounsel.treas.gov>; Schumacher, Elizabeth -
EBSA; 'Alan.Tawshunsky@irscounsel.treas.gov'
<Alan.Tawshunsky@irscounsel.treas.gov>; Taylor, William - SOL 

Cc: Lynett, Elena - EBSA 

Sent: Mon Jun 14 18:29:44 2010

Subject: Re: Pkg of 6 Omnibus 6.14.10 6pm 









We're on issue #9 on the call. Heads up: 2722 is out; it's a 5-pack
now. Also, 2714 change/clarification is out of this package. Can be done in a
future package. I'll do a summary of the rest later. 



--------------- 

Sent via Blackberry







 














From: Baum, Beth - EBSA 

To: Baum, Beth - EBSA; Butikofer, James - EBSA; 'Corrigan, Dara
(HHS/ASPE)' <Dara.Corrigan@hhs.gov>; Cosby, Chris - EBSA;
Helen.Morrison@do.treas.gov <Helen.Morrison@do.treas.gov>; Joan Dailey
<joan.dailey@hhs.gov>; 'Knopf Kevin - OTP'
<Kevin.Knopf@do.treas.gov>; 'Kosin, Donald (HHS/OGC)'
<Donald.Kosin@HHS.GOV>; Leslie Stafford <leslie.stafford@hhs.gov>;
'Levin Karen' <Karen.B.Levin@irscounsel.treas.gov>; 'Mayhew, James A.
(CMS/CPC)' <James.Mayhew@cms.hhs.gov>;
'Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV' <Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV>;
Schumacher, Elizabeth - EBSA; Tawshunsky Alan
<Alan.Tawshunsky@irscounsel.treas.gov>; Taylor, William - SOL; Turner,
Amy - EBSA (Turner.Amy@dol.gov) 

Cc: Lynett, Elena - EBSA 

Sent: Mon Jun 14 18:23:16 2010

Subject: Pkg of 6 Omnibus 6.14.10 6pm 







Here is the
current draft of the six pack with the changes we made today in redline. 
I made the parallel changes to all 3 reg texts.




The plan is
to meet at 930 tomorrow morning to pick up with making the edits to conform
with the policy decisions that come out of the 530 call this evening.




See you
then! 

<<Pkg
of 6 Omnibus 6.14.10 6pm.doc>> 




 













Pkg of 6 Reg Text 6 14 10 AMSchanges.doc

		From

		Shaw, Adam (CMS/CM)

		To

		Mayhew, James A. (CMS/CPC)

		Recipients

		James.Mayhew@cms.hhs.gov







Good morning. 




 




3 substantive points (some or all of which the group may
have considered.)  I have added minor changes to the enclosed. 




 




1)     
Add definition of similarly situated individual (pg. 8)




 




2)    Consider adding
definition of primary care provider to page 13.  This is a defined term in many
plans including FEHB Blue plans.  It can encompass MD and non-MD (PA) and
various types of MDs (internist, family doctor).  Here, pediatrician must be MD
or DO but PCP generally and OB/GYN does not have to be. 




 




3)     
Consider adding reference to Newborns/Mothers mandate
to pg. 15 or 16. Some of the examples deal with pre-authorization which bumps
up against. 




 




I can provide text for items 2 and/or 3 if you wish.  
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PRELIMINARY DISCUSSION DRAFT of 6.11.10


Not for Public Distribution





PRELIMINARY DISCUSSION DRAFT of 6.11.10


Not for Public Distribution





** This document currently represents a single “joint” DOL/IRS/HHS reg text.  The final document will actually include 3 parallel regulations – one IRS regulation (26 CFR Part 54), followed by one DOL regulation (29 CFR Part 2590), followed by one HHS regulation (45 CFR Parts 144, 146, and 147).  The IRS and HHS reg texts will be re-formatted to include the correct citations for their Part.  In addition, DOL and IRS will delete references to requirements for issuers of individual market coverage, but will include cross-references as appropriate.



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


5. Section 2590.715-2711 is added to Subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to grant waivers.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary [of Health and Human Services] may establish a program under which the requirements of this section relating to annual limits may be waived for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under this section if compliance with this section will result in a significant decrease in access to benefits under the plan or health insurance coverage or a significant increase in premiums for the plan or health insurance coverage.


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit.  



(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notice may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an employee whose dependent is entitled to an enrollment opportunity under this paragraph (e), the obligation to provide the notice of enrollment opportunity under this paragraph (e)(2) with respect to that dependent is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals (within the meaning of §2590.702(d) of this Part) who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For the 2010 plan year, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  On or before January 1, 2011, Y’s group health plan gives B written notice of B’s right to enroll in the plan, and that B can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing an enrollment opportunity to C that lasts at least 30 days and written notice concerning an opportunity to enroll. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan has two benefit packages, a high cost and a low cost benefit package.  D did not drop coverage.  Instead, D switched to a lower-cost benefit package.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity (including written notice of an opportunity to enroll) to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibition on lifetime limits applies to all grandfathered health plans, while the prohibition on annual limits, including the special rules regarding restricted annual limits, applies to group health plans and group health insurance coverage that are grandfathered health plans, but does not apply to individual health insurance coverage that is a grandfathered health plan).


6. Section 2590.715-2712 is added to Subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not
 rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide [at least 30 days] advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan’s terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours a week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7.  Section 2590.715-2714 is amended by revising paragraphs (d) and (h) to read as follows:


(d) Uniformity irrespective of age.—(1) In general.  Subject to paragraph (d)(2) of this section, the terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(2) Preexisting condition exclusions for children age 19 and older before 2014.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or health insurance coverage may impose a preexisting condition exclusion (consistent with the rules of section 2590.701-3 of this Part [HHS add: “in the group market”]) on children who are age 19 or older even though this is prohibited with respect to children under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  



8. Section 2590.715-2716 is added to Subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



9. Section 2590.715-2719A is added to Subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider
.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  An HMO designates for each enrollee a physician who specializes in internal medicine to serve as the primary care provider for the enrollee and the enrollee’s family.   Enrollee A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) in writing that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician
. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of a primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for a scheduled cesarean section.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for a scheduled cesarean section does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to services for treatments, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider.  (i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in the network of [name of plan or coverage] and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, insert: 


If you have a child who is enrolled in [name of group health plan or health insurance issuer], you have the right to designate any pediatrician who participates in the network of [plan or coverage] and who is available to accept your child as your child’s primary care provider.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one.]  For information on how to select a pediatrician, and for a list of the participating pediatricians, contact the plan administrator at [insert contact information].  



(C) For plans and issuers that provide coverage for obstetrical
 or gynecological care and require the designation by a participant, beneficiary or enrollee of a primary care provider, insert:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain obstetrical or gynecological care from a health care professional who specializes in obstetrics or gynecology and who participates in the network of [name of group health plan or issuer].  Such a health care professional, however, may be required to comply with certain procedures required by [name of group health plan or issuer] including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out-of-network
, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost-sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is [the median of these amounts irrespective of the number of providers charging][the median of these amounts, ranking them by the number of providers with which the rates were negotiated], excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost-sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to services in an emergency department of a hospital.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual provides notice to the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to provide notice in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required notice before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it receive notification rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers there are five amounts: $85, $100, $110, $120, and $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds a provider to its network and agrees to pay the provider 80 percent of $170 for the emergency service, with the individual responsible for the remaining 20 percent.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount among $85, $100, $110, $120, $150, and $170, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80 (80 percent of $116.)  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions, and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to all grandfathered health plans).



10. Section 146.180 is amended as follows:



A. Revising paragraph (a)(1).



B. Adding a new paragraph (a)(2).



C. Renumbering paragraphs (a)(2), (a)(3) and (a)(4) as (a)(3), (a)(4) and (a)(5), respectively.



D. Replacing “2706” with “2727” each place it appears in paragraph (a)(1)(i)(F) and in Example 1 of paragraph (a)(3) (previously designated as (a)(2)).



E. Making a conforming change to paragraph (a)(4)(i) (previously designated as (a)(3)(i)).



F. Updating paragraph (c) to reflect the current address to which exemption elections may be mailed and providing a facsimile number to which elections may be faxed as an alternative to mailing elections.



G. Removing the outdated parenthetical reference to § 146.125(a)(2) in paragraph (f)(2)(ii).



H. Making a conforming change to paragraph (f)(3)(i).



I. Adding a conforming sentence at the end of Example 1 in paragraph (h)(4)(i).



J. Updating Example 4 in paragraph (i)(2)(iv).



The revisions read as follows:



§ 146.180  Treatment of non-Federal governmental plans.



(a)  Requirements subject to exemption—(1) Non-collectively bargained plans.    (i) Plan years commencing before September 23, 2010.  A sponsor of a non-Federal governmental plan may elect to exempt its plan, to the extent that the plan is not provided through health insurance coverage, (that is, it is self-funded), for plan years commencing before September 23, 2010, from any or all of the following requirements:




(A)  Limitations on preexisting condition exclusion periods described in § 146.111.




(B)  Special enrollment periods for individuals and dependents described in § 146.117.




(C) Prohibitions against discriminating against individual participants and beneficiaries based on health status described in § 146.121, except that the sponsor of a self-funded non-Federal governmental plan cannot elect to exempt its plan from requirements in § 146.121(a)(1)(vi) and § 146.122 that prohibit discrimination with respect to genetic information.




(D)  Standards relating to benefits for mothers and newborns described in § 146.130.




(E)  Parity in the application of certain limits to mental health and substance use disorder benefits described in § 146.136.




(F)  Required coverage for reconstructive surgery and certain other services following a mastectomy under section 2727 of the PHS Act.




(G)  Coverage of dependent students on a medically necessary leave of absence under section 2728 of the PHS Act.




(ii)  Plan years beginning on or after September 23, 2010.  A sponsor of a self-funded non-Federal governmental plan may elect to exempt its plan for plan years beginning on or after September 23, 2010, only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) or (G).  With respect to those plan years, the notices required by paragraph (f) of this section must reflect the limitations set forth in this paragraph (a)(1)(ii).




(iii) Example 1.  A non-Federal governmental employer has elected to exempt its self-funded group health plan from all of the requirements described in paragraph (a)(1)(i).  The plan year commences September 1 each year.  The plan is not subject to the limitations of paragraph (a)(1)(ii) until the plan year that commences on September 1, 2011.  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(iv) Example 2.  Same facts as in Example 1, except the plan year commences October 1 each year.  The plan is subject to the limitations of paragraph (a)(1)(ii) beginning with the plan year that commences on October 1, 2010.   Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(2) Collectively bargained plans.  (i) Special rule.  Without regard to paragraph (b)(2) of this section, a group health plan that is governed by a collective bargaining agreement that was ratified before March 23, 2010, is subject to the limitations set forth in paragraph (a)(1)(ii) beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  The notices required by paragraph (f) of this section, with respect to the first plan year subject to the limitations of paragraph (a)(1)(ii), must reflect those limitations.




(ii)  Example.  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from all of the requirements described in paragraph (a)(1)(i) of this section.  The collective bargaining agreement applies to five plan years, October 1, 2007 through September 30, 2012.  For the plan year that commences on October 1, 2012, the plan sponsor is no longer permitted to elect to exempt its plan from the requirements described in paragraph (a)(1)(i)(A), (B) and (C).  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).



(3)  Limitations.  *   *   * 



(A)  Example 1.  A plan is subject to requirements of section 2727 of the PHS Act, under which a plan that covers medical and surgical benefits with respect to a mastectomy must cover reconstructive surgery and certain other services following a mastectomy.  An enrollee who has had a mastectomy receives reconstructive surgery on August 24.  Claims with respect to the surgery are submitted to and processed by the plan in September.  The group health plan commences a new plan year each September 1.  Effective September 1, the plan sponsor elects to exempt its plan from section 2727 of the PHS Act.  The plan cannot, on the basis of its exemption election, decline to pay for the claims incurred on August 24. 



*   *   *



     (4) Stop-loss or excess risk coverage.  For purposes of this section—(i) Subject to paragraph (a)(4)(ii),  *   *   *



     (5) Construction.  *   *   *



  *  *  *  * *



(c)  Mailing address.  The plan sponsor should mail the election to:  Centers for Medicare & Medicaid Services, Medicare Enrollment and Appeals Group, CM, ATTN:  HIPAA Opt-Out, 7500 Security Boulevard,  C2-12-16, Baltimore, MD 21244-1850.  Alternatively, the plan sponsor may fax the exemption election to 410-786-8001.



    *  *  *  *  * 



    (f)  *   *   *



    (2)  *   *   *



    (ii)  In the case of a collectively bargained plan, with regard to the initial plan year to which an election under this section applies, *   *   *



(3)  *   *   *  



(i)  The specific requirements described in paragraphs (a)(1) or (a)(2) of this section, as applicable, from which the plan sponsor is electing to exempt the plan, and a statement that, in general, Federal law imposes these requirements upon group health plans.



*           *           *           *           *



(h)  *   *   *



(4) *   *   *



(i)  Example 1.  (A) *   *   *



(B) *   *   *  However, regarding plan years that begin on or after September 23, 2010, the plan sponsor no longer can elect to exempt its plan from prohibitions against enrollment discrimination based on health status-related factors. 



*   *   *



(i)  *   *   *



(2)  *   *   *



(iv)  Example 4:  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from the requirements of paragraph (a)(1)(i)(E) of this section.  The collective bargaining agreement applies to five plan years, 2007 through 2011.  For the first three plan years, enrollees are notified annually and at the time of enrollment of the election under this section.  The notice specifies that the election applies to the period January 1, 2007 through December 31, 2011.  Prior to the dissemination of the annual notice for the 2010 plan year, the individual responsible for disseminating the notice terminates employment.  His replacement, who is unaware of the requirement that plan enrollees be notified annually, continues to notify new enrollees at the time of enrollment but fails to disseminate the annual notice.  CMS does not consider that failure to be a substantial failure because enrollees previously had actual notice that the election under this section applies for the period January 1, 2007 through December 31, 2011.  Accordingly, CMS would not invalidate the election for the 2010 plan year. 



*
*
*
*
*



�This probably has been discussed, but statute says “shall.” Why does reg. say “must?”



�Primary care provider is a defined term in FEHBP to make the point that it can be internist, family doctor, GP, as well as non-physician (PA).Consider adding that.  Pediatrician has to be  an MD or DO, Ob/gyn doesn’t.  So 2 out of 3 situations here allow non-physician.  



�Some of this potentially bumps up against Newborn and Mothers.  If the group hasn’t already, consider note that this not meant to limit protections under Newborn and Mothers.



�If you are using obstetrical to follow the statute, need this change.  Not sure obstetrical is a word. 



�Is non-hyphenation intentional?
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DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


45 CFR Part 144 is amended by revising in section 144.103 the definition of preexisting condition exclusion to read as follows:



§ 144.103 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



Part 146 is amended as follows:



1.  146.111(a)(1)(i) is revised to read as follows:



§ 146.111 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.



*
*
*
*
*


2. Section 146.180 is amended as follows:



A. Revising paragraph (a)(1).



B. Adding a new paragraph (a)(2).



C. Renumbering paragraphs (a)(2), (a)(3) and (a)(4) as (a)(3), (a)(4) and (a)(5), respectively.



D. Replacing “2706” with “2727” each place it appears in paragraph (a)(1)(i)(F) and in Example 1 of paragraph (a)(3) (previously designated as (a)(2)).



E. Making a conforming change to paragraph (a)(4)(i) (previously designated as (a)(3)(i)).



F. Updating paragraph (c) to reflect the current address to which exemption elections may be mailed and providing a facsimile number to which elections may be faxed as an alternative to mailing elections.



G. Removing the outdated parenthetical reference to § 146.125(a)(2) in paragraph (f)(2)(ii).



H. Making a conforming change to paragraph (f)(3)(i).



I. Adding a conforming sentence at the end of Example 1 in paragraph (h)(4)(i).



J. Updating Example 4 in paragraph (i)(2)(iv).



The revisions read as follows:



§ 146.180  Treatment of non-Federal governmental plans.



(a)  Requirements subject to exemption—(1) Non-collectively bargained plans.    (i) Plan years commencing before September 23, 2010.  A sponsor of a non-Federal governmental plan may elect to exempt its plan, to the extent that the plan is not provided through health insurance coverage, (that is, it is self-funded), for plan years commencing before September 23, 2010, from any or all of the following requirements:




(A)  Limitations on preexisting condition exclusion periods described in § 146.111.




(B)  Special enrollment periods for individuals and dependents described in § 146.117.




(C) Prohibitions against discriminating against individual participants and beneficiaries based on health status described in § 146.121, except that the sponsor of a self-funded non-Federal governmental plan cannot elect to exempt its plan from requirements in § 146.121(a)(1)(vi) and § 146.122 that prohibit discrimination with respect to genetic information.




(D)  Standards relating to benefits for mothers and newborns described in § 146.130.




(E)  Parity in the application of certain limits to mental health and substance use disorder benefits described in § 146.136.




(F)  Required coverage for reconstructive surgery and certain other services following a mastectomy under section 2727 of the PHS Act.




(G)  Coverage of dependent students on a medically necessary leave of absence under section 2728 of the PHS Act.




(ii)  Plan years beginning on or after September 23, 2010.  A sponsor of a self-funded non-Federal governmental plan may elect to exempt its plan for plan years beginning on or after September 23, 2010, only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) or (G).  With respect to those plan years, the notices required by paragraph (f) of this section must reflect the limitations set forth in this paragraph (a)(1)(ii).




(iii) Example 1.  A non-Federal governmental employer has elected to exempt its self-funded group health plan from all of the requirements described in paragraph (a)(1)(i).  The plan year commences September 1 each year.  The plan is not subject to the limitations of paragraph (a)(1)(ii) until the plan year that commences on September 1, 2011.  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(iv) Example 2.  Same facts as in Example 1, except the plan year commences October 1 each year.  The plan is subject to the limitations of paragraph (a)(1)(ii) beginning with the plan year that commences on October 1, 2010.   Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(2) Collectively bargained plans.  (i) Special rule.  Without regard to paragraph (b)(2) of this section, a group health plan that is governed by a collective bargaining agreement that was ratified before March 23, 2010, is subject to the limitations set forth in paragraph (a)(1)(ii) beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  The notices required by paragraph (f) of this section, with respect to the first plan year subject to the limitations of paragraph (a)(1)(ii), must reflect those limitations.




(ii)  Example.  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from all of the requirements described in paragraph (a)(1)(i) of this section.  The collective bargaining agreement applies to five plan years, October 1, 2007 through September 30, 2012.  For the plan year that commences on October 1, 2012, the plan sponsor is no longer permitted to elect to exempt its plan from the requirements described in paragraph (a)(1)(i)(A), (B) and (C).  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).



(3)  Limitations.  *   *   * 



(A)  Example 1.  A plan is subject to requirements of section 2727 of the PHS Act, under which a plan that covers medical and surgical benefits with respect to a mastectomy must cover reconstructive surgery and certain other services following a mastectomy.  An enrollee who has had a mastectomy receives reconstructive surgery on August 24.  Claims with respect to the surgery are submitted to and processed by the plan in September.  The group health plan commences a new plan year each September 1.  Effective September 1, the plan sponsor elects to exempt its plan from section 2727 of the PHS Act.  The plan cannot, on the basis of its exemption election, decline to pay for the claims incurred on August 24. 



*   *   *



     (4) Stop-loss or excess risk coverage.  For purposes of this section—(i) Subject to paragraph (a)(4)(ii),  *   *   *



     (5) Construction.  *   *   *



  *  *  *  * *



(c)  Mailing address.  The plan sponsor should mail the election to:  Centers for Medicare & Medicaid Services, Medicare Enrollment and Appeals Group, CM, ATTN:  HIPAA Opt-Out, 7500 Security Boulevard,  C2-12-16, Baltimore, MD 21244-1850.  Alternatively, the plan sponsor may fax the exemption election to 410-786-8001.



    *  *  *  *  * 



    (f)  *   *   *



    (2)  *   *   *



    (ii)  In the case of a collectively bargained plan, with regard to the initial plan year to which an election under this section applies, *   *   *



(3)  *   *   *  



(i)  The specific requirements described in paragraphs (a)(1) or (a)(2) of this section, as applicable, from which the plan sponsor is electing to exempt the plan, and a statement that, in general, Federal law imposes these requirements upon group health plans.



*           *           *           *           *



(h)  *   *   *



(4) *   *   *



(i)  Example 1.  (A) *   *   *



(B) *   *   *  However, regarding plan years that begin on or after September 23, 2010, the plan sponsor no longer can elect to exempt its plan from prohibitions against enrollment discrimination based on health status-related factors. 



*   *   *



(i)  *   *   *



(2)  *   *   *



(iv)  Example 4:  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from the requirements of paragraph (a)(1)(i)(E) of this section.  The collective bargaining agreement applies to five plan years, 2007 through 2011.  For the first three plan years, enrollees are notified annually and at the time of enrollment of the election under this section.  The notice specifies that the election applies to the period January 1, 2007 through December 31, 2011.  Prior to the dissemination of the annual notice for the 2010 plan year, the individual responsible for disseminating the notice terminates employment.  His replacement, who is unaware of the requirement that plan enrollees be notified annually, continues to notify new enrollees at the time of enrollment but fails to disseminate the annual notice.  CMS does not consider that failure to be a substantial failure because enrollees previously had actual notice that the election under this section applies for the period January 1, 2007 through December 31, 2011.  Accordingly, CMS would not invalidate the election for the 2010 plan year. 



*
*
*
*
*



Part 147 is amended as follows:



1. Sections 147.108, 147.126, 147.128, 147.132, and 147.138 are added to read as follows:



§ 147.108 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to grant waivers.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary [of Health and Human Services] may establish a program under which the requirements of this section relating to annual limits may be waived for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under this section if compliance with this section will result in a significant decrease in access to benefits under the plan or health insurance coverage or a significant increase in premiums for the plan or health insurance coverage.


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit.  



(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notice may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an employee whose dependent is entitled to an enrollment opportunity under this paragraph (e), the obligation to provide the notice of enrollment opportunity under this paragraph (e)(2) with respect to that dependent is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For the 2010 plan year, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  On or before January 1, 2011, Y’s group health plan gives B written notice of B’s right to enroll in the plan, and that B can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing an enrollment opportunity to C that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibition on lifetime limits applies to all grandfathered health plans, while the prohibition on annual limits, including the special rules regarding restricted annual limits, applies to group health plans and group health insurance coverage that are grandfathered health plans, but do not apply to individual health insurance coverage that is a grandfathered health plan).


§ 147.128 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide [at least 30 days] advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours a week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


§ 147.132 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  An HMO designates for each enrollee a physician who specializes in internal medicine to serve as the primary care provider for the enrollee and the enrollee’s family.   Enrollee A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care and is not limited to a physician. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for a scheduled cesarean section.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for a scheduled cesarean section does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to services for treatments, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider.  (i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in the network of [name of plan or coverage] and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, insert: 


If you have a child who is enrolled in [name of group health plan or health insurance issuer], you have the right to designate any pediatrician who participates in the network of [plan or coverage] and who is available to accept your child as your child’s primary care provider.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one.]  For information on how to select a pediatrician, and for a list of the participating pediatricians, contact the plan administrator at [insert contact information].  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary or enrollee of a primary care provider, insert:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain obstetrical or gynecological care from a health care professional who specializes in obstetrics or gynecology and who participates in the network of [name of group health plan or issuer].  Such a health care professional, however, may be required to comply with certain procedures required by [name of group health plan or issuer] including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is [the median of these amounts irrespective of the number of providers charging][the median of these amounts, ranking them by the number of providers with which the rates were negotiated], excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to services in an emergency department of a hospital.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual provides notice to the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to provide notice in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required notice before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it receive notification rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers there are five amounts: $85, $100, $110, $120, and $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds a provider to its network and agrees to pay the provider 80 percent of $170 for the emergency service, with the individual responsible for the remaining 20 percent.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount among $85, $100, $110, $120, $150, and $170, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, would be $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions, and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to all grandfathered health plans).



2.  Section 147.120 is amended by revising paragraph (d) to read as follows:


(d) Uniformity irrespective of age.—(1) In general.  Subject to paragraph (d)(2) of this section, the terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(2) Preexisting condition exclusions for children age 19 and older before 2014.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or health insurance coverage may impose a preexisting condition exclusion (in the group market, consistent with the rules of section 146.111 of this Part) on children who are age 19 or older even though this is prohibited with respect to children under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  



PAGE  


28










FW: Clean Drafts

		From

		Mayhew, James A. (CMS/CPC)

		To

		Larsen, Steven (HHS/OCIIO); Angoff, Jay (HHS/OCIIO); Pollitz, Karen (HHS/OCIIO)

		Cc

		Schulkin, Vicki (HHS/OGC); Shaw, Adam (CMS/CM)

		Recipients

		Steven.Larsen@hhs.gov; Jay.Angoff@hhs.gov; Karen.Pollitz@hhs.gov; Vicki.Schulkin@HHS.GOV; adam.shaw@cms.hhs.gov






Here is the latest draft of the "six pack" package (lifetime and annual limits, pre-existing condition exclusions, rescissions, discrimination in favor of highly compensated individuals, patient protections, and opt-outs of non-Federal governmental plans).



This is scheduled to go to OMB by COB Monday, so please submit your comments to me by 10:00 am Monday.



Thanks!



>-----Original Message-----

>From: Baum, Beth - EBSA [mailto:baum.beth@dol.gov]

>Sent: Friday, June 11, 2010 6:20 PM

>To: Corrigan, Dara (HHS/ASPE); Mayhew, James A. (CMS/CPC); Kosin, Donald

>(HHS/OGC); Dailey, Joan (HHS/OGC); Stafford, Leslie (HHS/OGC);

>Weinheimer Russell E; Knopf Kevin - OTP; Russ Weinheimer - HOME; Kevin

>Knopf - HOME; Levin Karen; Schumacher, Elizabeth - EBSA; Baum, Beth -

>EBSA; Turner, Amy - EBSA

>Subject: Clean Drafts

>

>This is what we are going to circulate internally for comment over the

>weekend.

>

>The plan is to meet at 11am to start incorporating comments and send to

>OMB by COB Monday.









Pkg of 6 Reg Text 6.11.10 6pm clean.doc

Pkg of 6 Reg Text 6.11.10 6pm clean.doc

PRELIMINARY DISCUSSION DRAFT of 6.11.10


Not for Public Distribution





PRELIMINARY DISCUSSION DRAFT of 6.11.10


Not for Public Distribution





** This document currently represents a single “joint” DOL/IRS/HHS reg text.  The final document will actually include 3 parallel regulations – one IRS regulation (26 CFR Part 54), followed by one DOL regulation (29 CFR Part 2590), followed by one HHS regulation (45 CFR Parts 144, 146, and 147).  The IRS and HHS reg texts will be re-formatted to include the correct citations for their Part.  In addition, DOL and IRS will delete references to requirements for issuers of individual market coverage, but will include cross-references as appropriate.



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


5. Section 2590.715-2711 is added to Subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to grant waivers.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary [of Health and Human Services] may establish a program under which the requirements of this section relating to annual limits may be waived for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under this section if compliance with this section will result in a significant decrease in access to benefits under the plan or health insurance coverage or a significant increase in premiums for the plan or health insurance coverage.


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit.  



(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notice may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an employee whose dependent is entitled to an enrollment opportunity under this paragraph (e), the obligation to provide the notice of enrollment opportunity under this paragraph (e)(2) with respect to that dependent is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For the 2010 plan year, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  On or before January 1, 2011, Y’s group health plan gives B written notice of B’s right to enroll in the plan, and that B can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing an enrollment opportunity to C that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibition on lifetime limits applies to all grandfathered health plans, while the prohibition on annual limits, including the special rules regarding restricted annual limits, applies to group health plans and group health insurance coverage that are grandfathered health plans, but do not apply to individual health insurance coverage that is a grandfathered health plan).


6. Section 2590.715-2712 is added to Subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide [at least 30 days] advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours a week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7.  Section 2590.715-2714 is amended by revising paragraphs (d) and (h) to read as follows:


(d) Uniformity irrespective of age.—(1) In general.  Subject to paragraph (d)(2) of this section, the terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(2) Preexisting condition exclusions for children age 19 and older before 2014.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or health insurance coverage may impose a preexisting condition exclusion (consistent with the rules of section 2590.701-3 of this Part [HHS add: “in the group market”]) on children who are age 19 or older even though this is prohibited with respect to children under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  



8. Section 2590.715-2716 is added to Subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



9. Section 2590.715-2719A is added to Subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  An HMO designates for each enrollee a physician who specializes in internal medicine to serve as the primary care provider for the enrollee and the enrollee’s family.   Enrollee A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care and is not limited to a physician. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for a scheduled cesarean section.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for a scheduled cesarean section does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to services for treatments, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider.  (i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in the network of [name of plan or coverage] and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, insert: 


If you have a child who is enrolled in [name of group health plan or health insurance issuer], you have the right to designate any pediatrician who participates in the network of [plan or coverage] and who is available to accept your child as your child’s primary care provider.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one.]  For information on how to select a pediatrician, and for a list of the participating pediatricians, contact the plan administrator at [insert contact information].  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary or enrollee of a primary care provider, insert:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain obstetrical or gynecological care from a health care professional who specializes in obstetrics or gynecology and who participates in the network of [name of group health plan or issuer].  Such a health care professional, however, may be required to comply with certain procedures required by [name of group health plan or issuer] including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is [the median of these amounts irrespective of the number of providers charging][the median of these amounts, ranking them by the number of providers with which the rates were negotiated], excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to services in an emergency department of a hospital.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual provides notice to the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to provide notice in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required notice before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it receive notification rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers there are five amounts: $85, $100, $110, $120, and $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds a provider to its network and agrees to pay the provider 80 percent of $170 for the emergency service, with the individual responsible for the remaining 20 percent.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount among $85, $100, $110, $120, $150, and $170, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, would be $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions, and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to all grandfathered health plans).



10. Section 146.180 is amended as follows:



A. Revising paragraph (a)(1).



B. Adding a new paragraph (a)(2).



C. Renumbering paragraphs (a)(2), (a)(3) and (a)(4) as (a)(3), (a)(4) and (a)(5), respectively.



D. Replacing “2706” with “2727” each place it appears in paragraph (a)(1)(i)(F) and in Example 1 of paragraph (a)(3) (previously designated as (a)(2)).



E. Making a conforming change to paragraph (a)(4)(i) (previously designated as (a)(3)(i)).



F. Updating paragraph (c) to reflect the current address to which exemption elections may be mailed and providing a facsimile number to which elections may be faxed as an alternative to mailing elections.



G. Removing the outdated parenthetical reference to § 146.125(a)(2) in paragraph (f)(2)(ii).



H. Making a conforming change to paragraph (f)(3)(i).



I. Adding a conforming sentence at the end of Example 1 in paragraph (h)(4)(i).



J. Updating Example 4 in paragraph (i)(2)(iv).



The revisions read as follows:



§ 146.180  Treatment of non-Federal governmental plans.



(a)  Requirements subject to exemption—(1) Non-collectively bargained plans.    (i) Plan years commencing before September 23, 2010.  A sponsor of a non-Federal governmental plan may elect to exempt its plan, to the extent that the plan is not provided through health insurance coverage, (that is, it is self-funded), for plan years commencing before September 23, 2010, from any or all of the following requirements:




(A)  Limitations on preexisting condition exclusion periods described in § 146.111.




(B)  Special enrollment periods for individuals and dependents described in § 146.117.




(C) Prohibitions against discriminating against individual participants and beneficiaries based on health status described in § 146.121, except that the sponsor of a self-funded non-Federal governmental plan cannot elect to exempt its plan from requirements in § 146.121(a)(1)(vi) and § 146.122 that prohibit discrimination with respect to genetic information.




(D)  Standards relating to benefits for mothers and newborns described in § 146.130.




(E)  Parity in the application of certain limits to mental health and substance use disorder benefits described in § 146.136.




(F)  Required coverage for reconstructive surgery and certain other services following a mastectomy under section 2727 of the PHS Act.




(G)  Coverage of dependent students on a medically necessary leave of absence under section 2728 of the PHS Act.




(ii)  Plan years beginning on or after September 23, 2010.  A sponsor of a self-funded non-Federal governmental plan may elect to exempt its plan for plan years beginning on or after September 23, 2010, only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) or (G).  With respect to those plan years, the notices required by paragraph (f) of this section must reflect the limitations set forth in this paragraph (a)(1)(ii).




(iii) Example 1.  A non-Federal governmental employer has elected to exempt its self-funded group health plan from all of the requirements described in paragraph (a)(1)(i).  The plan year commences September 1 each year.  The plan is not subject to the limitations of paragraph (a)(1)(ii) until the plan year that commences on September 1, 2011.  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(iv) Example 2.  Same facts as in Example 1, except the plan year commences October 1 each year.  The plan is subject to the limitations of paragraph (a)(1)(ii) beginning with the plan year that commences on October 1, 2010.   Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(2) Collectively bargained plans.  (i) Special rule.  Without regard to paragraph (b)(2) of this section, a group health plan that is governed by a collective bargaining agreement that was ratified before March 23, 2010, is subject to the limitations set forth in paragraph (a)(1)(ii) beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  The notices required by paragraph (f) of this section, with respect to the first plan year subject to the limitations of paragraph (a)(1)(ii), must reflect those limitations.




(ii)  Example.  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from all of the requirements described in paragraph (a)(1)(i) of this section.  The collective bargaining agreement applies to five plan years, October 1, 2007 through September 30, 2012.  For the plan year that commences on October 1, 2012, the plan sponsor is no longer permitted to elect to exempt its plan from the requirements described in paragraph (a)(1)(i)(A), (B) and (C).  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).



(3)  Limitations.  *   *   * 



(A)  Example 1.  A plan is subject to requirements of section 2727 of the PHS Act, under which a plan that covers medical and surgical benefits with respect to a mastectomy must cover reconstructive surgery and certain other services following a mastectomy.  An enrollee who has had a mastectomy receives reconstructive surgery on August 24.  Claims with respect to the surgery are submitted to and processed by the plan in September.  The group health plan commences a new plan year each September 1.  Effective September 1, the plan sponsor elects to exempt its plan from section 2727 of the PHS Act.  The plan cannot, on the basis of its exemption election, decline to pay for the claims incurred on August 24. 



*   *   *



     (4) Stop-loss or excess risk coverage.  For purposes of this section—(i) Subject to paragraph (a)(4)(ii),  *   *   *



     (5) Construction.  *   *   *



  *  *  *  * *



(c)  Mailing address.  The plan sponsor should mail the election to:  Centers for Medicare & Medicaid Services, Medicare Enrollment and Appeals Group, CM, ATTN:  HIPAA Opt-Out, 7500 Security Boulevard,  C2-12-16, Baltimore, MD 21244-1850.  Alternatively, the plan sponsor may fax the exemption election to 410-786-8001.



    *  *  *  *  * 



    (f)  *   *   *



    (2)  *   *   *



    (ii)  In the case of a collectively bargained plan, with regard to the initial plan year to which an election under this section applies, *   *   *



(3)  *   *   *  



(i)  The specific requirements described in paragraphs (a)(1) or (a)(2) of this section, as applicable, from which the plan sponsor is electing to exempt the plan, and a statement that, in general, Federal law imposes these requirements upon group health plans.



*           *           *           *           *



(h)  *   *   *



(4) *   *   *



(i)  Example 1.  (A) *   *   *



(B) *   *   *  However, regarding plan years that begin on or after September 23, 2010, the plan sponsor no longer can elect to exempt its plan from prohibitions against enrollment discrimination based on health status-related factors. 



*   *   *



(i)  *   *   *



(2)  *   *   *



(iv)  Example 4:  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from the requirements of paragraph (a)(1)(i)(E) of this section.  The collective bargaining agreement applies to five plan years, 2007 through 2011.  For the first three plan years, enrollees are notified annually and at the time of enrollment of the election under this section.  The notice specifies that the election applies to the period January 1, 2007 through December 31, 2011.  Prior to the dissemination of the annual notice for the 2010 plan year, the individual responsible for disseminating the notice terminates employment.  His replacement, who is unaware of the requirement that plan enrollees be notified annually, continues to notify new enrollees at the time of enrollment but fails to disseminate the annual notice.  CMS does not consider that failure to be a substantial failure because enrollees previously had actual notice that the election under this section applies for the period January 1, 2007 through December 31, 2011.  Accordingly, CMS would not invalidate the election for the 2010 plan year. 



*
*
*
*
*
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, Prohibition on  Discrimination in Favor of the Highly Compensated, Patient Protections, and Non-Federal Governmental Plans  


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, patient protections, and non-federal governmental plans.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability date.  These interim final regulations generally apply to group health plans and group health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].  These interim final regulations generally apply to individual health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA[XXXX].EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to www.regulations.gov and www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9991-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Public Law 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Public Law 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable under ERISA and the Code to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, as if those provisions of the PHS Act were included in ERISA and the Code.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of the Affordable Care Act are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers stricter requirements than those imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), 2719A (regarding patient protections), and 2722 (regarding the application of the Affordable Care Act provisions to non-Federal governmental plans).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied benefits (through denial of enrollment or denial of specific benefits) based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is still relevant for these interim final regulations and is illustrated with examples in the HIPAA regulations on preexisting condition exclusions.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)




The interim final regulations under PHS Act section 2714 (relating to the continuation of dependent coverage until a child turns age 26) (75 FR 27122, May 13, 2010) provide that the terms of a plan or policy for dependent coverage cannot vary based on the age of a child, except for children age 26 or older.  These interim final regulations amend those regulations to clarify that, for plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or policy may impose a preexisting condition exclusion (consistent with the rules of 26 CFR 54.9801-3, 29 CFR 2590.701-3, and 45 CFR 146.111) on children who are age 19 or older even though this is prohibited with respect to children under age 19.  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  However, these interim final regulations provide that the annual limit rules do not apply to health flexible spending arrangements.
  


The statute also allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act and applicable regulations.
 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  


In establishing the restricted annual limit, the Departments considered several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  



In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that  for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary [of Health Human Services] to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations will result in a significant decrease in access to benefits or a significant increase in premiums.  The Departments request comments on the scope of the program.  For example, should both insured and self-insured coverage be eligible for the program?  Should certain low-cost benefit plans (sometimes referred to as mini-med plans) or health reimbursement arrangements be eligible?  Should the waiver apply to the entire period before January 1, 2014 or be granted on a plan-year-by-plan-year basis?



These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market,  reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or self-insured coverage.  These rules also apply regardless of any contestability period of the plan or issuer.



These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employer group based on the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c) and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.
  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide [at least 30 days] advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage. 


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  The Departments proposed rules on December 30, 2004 (69 FR 78800) that provide, among other things, that if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The regulations under section 105(h) of the Code, prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in _______.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  A plan or issuer satisfies this requirement if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is [the median of these amounts irrespective of the number of providers charging][the median of these amounts, ranking them by the number of providers with which the rates were negotiated].  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with 100 providers, a rate of $125 with one provider, and a rate of $150 with one provider, the median would be [$125 or $100, depending upon which approach is used to determine the median].  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


E.  HHS Definitions and Non-Federal Governmental Plan Reforms 


1.  Definitions (45 CFR 144.103)



These interim final regulations revise the definition of “preexisting condition exclusion” to clarify that the denial of an application for coverage because of a preexisting condition in the individual health insurance market is a preexisting condition exclusion.  This definition at 45 CFR 144.103 is cross-referenced in both 45 CFR 146.111(a)(1) and 45 CFR 147.108, and it applies in both the group and individual health insurance markets, and also to entities that provide coverage to Federally eligible individuals pursuant to 45 CFR Part 148.



2.  Treatment of Non-Federal Governmental Plans (45 CFR 146.180)



 As noted, the Affordable Care Act made numerous changes to title XXVII of the PHS Act, including to former section 2721(b)(2), which permitted the sponsor of a self-funded non-Federal governmental plan, as defined in 45 CFR 144.103, to elect to exempt the plan from certain requirements of title XXVII of the PHS Act.
  Section 1001(4) of the Affordable Care Act re-designated section 2721 as section 2735.  Affordable Care Act section 1562(a)(2) amended section 2735 by adding a new subparagraph (a)(2)(E), which prohibits a sponsor of a self-funded non-Federal governmental plan from electing to exempt the plan from subparts I and II in part A of the revised title XXVII.   Affordable Care Act section 1562(c)(12) then amended section 2735, including re-designating subsection (b)(2) as subsection (a)(2), and then by redesignating section 2735 as section 2722.



Subpart I (“General Reform”) contains the substance of the provisions of the original subpart 1 of part A of title XXVII of the PHS Act, including limitations on preexisting condition exclusion periods, requirements for special enrollment, and prohibitions against discriminating against individual participants and beneficiaries based on health status or genetic information.  Therefore, as a result of section 2722(a)(2)(E), the sponsor of a self-funded non-Federal governmental plan cannot opt out of (elect to be exempted from) the foregoing provisions, which are now in subpart I, starting with plan years beginning on or after September 23, 2010.



However, while section 2722(a)(2)(E) precludes an opt-out election with respect to the new subparts I and II of part A, an opt-out election is still permitted with respect to the provisions in subpart 2 of part A.  Affordable Care Act section 1001(2) re-designated sections 2704 through 2707 (which formerly set forth the provisions relating to the Newborns’ and Mothers’ Health Protection Act of 1996, the Mental Health Parity Act of 1996 (as amended by the Mental Health Parity and Addiction Equity Act of 2008), the Women’s Health and Cancer Rights Act of 1998, and Michelle’s Law (2008)) as new sections 2725 through 2728, respectively, which are contained in a revised subpart 2,  “Exclusion of Plans; Enforcement; Preemption.”
  A sponsor of a self-funded non-Federal governmental plan may continue to elect to exempt its plan from the requirements of new subpart 2 (which is separate from subpart II) of part A of title XXVII since the prohibition in section 2722(a)(2)(E) does not reference subpart 2.



Affordable Care Act section 1004(a) provides that the amendments made by section 1001 are “effective for plan years beginning on or after the date that is 6 months after the date of enactment of this Act[.]”  The Affordable Care Act was enacted on March 23, 2010.  Therefore, the amendments made by section 1001, as further amended by subsections (a) and (c)(12) of section 1562, are effective for plan years beginning on or after September 23, 2010.  



The Affordable Care Act includes no exception for plan years that are governed by a previously ratified collective bargaining agreement under which the plan sponsor has elected to exempt a self-funded non-Federal governmental plan from one or more requirements of subpart 1 (as it was designated prior to enactment of the Affordable Care Act).  Section 1251 of the Affordable Care Act has special rules for "grandfathered" plans, including an exception in subsection (d) for collectively bargained plans.  However, the exception only applies for "health insurance coverage maintained pursuant to one or more collective bargaining agreements between employee representatives and one or more employers that was ratified before the date of enactment of this Act."  (Emphasis added.)   New section 2722(a)(2)(B)(ii) (former section 2721(b)(2)(B)(ii)) of the PHS Act, however, provides that an opt-out election made by the sponsor of a group health plan maintained pursuant to a collective bargaining agreement remains in effect “for the term of such agreement.”  Since this provision was not amended by the Affordable Care Act, HHS’s view is that it takes precedence over the provisions of section 1251(d) of the Affordable Care Act.  Accordingly, these interim final regulations state that a group health plan that is maintained pursuant to a collective bargaining agreement that was ratified before March 23, 2010 and that has been exempted from any provision in the former Subpart 1 will not have to come into compliance with those provisions until beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  



The sponsor of a self-funded non-federal governmental plan not maintained pursuant to a collective bargaining agreement will not be permitted to elect to opt-out of the provisions in the former subpart 1 for plan years beginning on or after September 23, 2010.  Although section 1251(b) of the Affordable Care Act provides grandfathering protection for plans that existed before March 23, 2010, opt-out elections initially submitted or renewed on or after the amendment effective date of September 23, 2010 for any provision in the former subpart 1 are not subject to that protection.



In addition to revisions that reflect the changes made by the Affordable Care Act discussed above, section 146.180 is further revised to make certain changes that are unrelated to the Affordable Care Act, such as adding the requirements of Michelle’s Law to the list of title XXVII requirements set forth at section 146.180(a)(1) from which self-funded non-Federal governmental plans may be exempted, updating the address to which an opt-out election should be submitted, updating an example to reflect more recent dates, and removing outdated text.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV.  Economic Impact and Paperwork Burden


[TO BE CIRCULATED SEPARATELY]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.



List of Subjects



26 CFR Part 54



Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.


29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.



45 CFR Part 147


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan”, as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Section 9005 of the Affordable Care Act specifically limits the annual amount of salary reduction contributions for health flexible spending arrangements.  



� Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.



� Note also that the regulations issued under section 1251 of the Affordable Care Act include a rule relating to retention of status as a grandfathered health plan based on changes to annual limits.  Under those regulations, three different situations are addressed.  First, a plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  Second, a plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  Third, a plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).







� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� This is referred to here as an “opt-out election.”



� The Affordable Care Act created Subparts I and II of Part A, but did not remove Subpart 2.  Therefore, Subpart II (Roman numeral) and Subpart 2 (Arabic numeral) are separate, coexisting subparts.
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** This document currently represents a single “joint” DOL/IRS/HHS reg text.  The final document will actually include 3 parallel regulations – one IRS regulation (26 CFR Part 54), followed by one DOL regulation (29 CFR Part 2590), followed by one HHS regulation (45 CFR Parts 144, 146, and 147).  The IRS and HHS reg texts will be re-formatted to include the correct citations for their Part.  In addition, DOL and IRS will delete references to requirements for issuers of individual market coverage, but will include cross-references as appropriate.



DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4. Section 2590.715-2704 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).



(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.


5. Section 2590.715-2711 is added to Subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to grant waivers.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary [of Health and Human Services] may establish a program under which the requirements of this section relating to annual limits may be waived for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under this section if compliance with this section will result in a significant decrease in access to benefits under the plan or health insurance coverage or a significant increase in premiums for the plan or health insurance coverage.


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit.  



(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notice may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an employee whose dependent is entitled to an enrollment opportunity under this paragraph (e), the obligation to provide the notice of enrollment opportunity under this paragraph (e)(2) with respect to that dependent is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For the 2010 plan year, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  On or before January 1, 2011, Y’s group health plan gives B written notice of B’s right to enroll in the plan, and that B can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing an enrollment opportunity to C that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibition on lifetime limits applies to all grandfathered health plans, while the prohibition on annual limits, including the special rules regarding restricted annual limits, applies to group health plans and group health insurance coverage that are grandfathered health plans, but do not apply to individual health insurance coverage that is a grandfathered health plan).


6. Section 2590.715-2712 is added to Subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide [at least 30 days] advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B, and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours a week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7.  Section 2590.715-2714 is amended by revising paragraphs (d) and (h) to read as follows:


(d) Uniformity irrespective of age.—(1) In general.  Subject to paragraph (d)(2) of this section, the terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(2) Preexisting condition exclusions for children age 19 and older before 2014.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or health insurance coverage may impose a preexisting condition exclusion (consistent with the rules of section 2590.701-3 of this Part [HHS add: “in the group market”]) on children who are age 19 or older even though this is prohibited with respect to children under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  



8. Section 2590.715-2716 is added to Subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code (prohibiting discrimination in favor of highly compensated individuals under a self-insured medical expense reimbursement plan as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical expense reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans).



9. Section 2590.715-2719A is added to Subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  An HMO designates for each enrollee a physician who specializes in internal medicine to serve as the primary care provider for the enrollee and the enrollee’s family.   Enrollee A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care and is not limited to a physician. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for a scheduled cesarean section.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for a scheduled cesarean section does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to services for treatments, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider.  (i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in the network of [name of plan or coverage] and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, insert: 


If you have a child who is enrolled in [name of group health plan or health insurance issuer], you have the right to designate any pediatrician who participates in the network of [plan or coverage] and who is available to accept your child as your child’s primary care provider.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one.]  For information on how to select a pediatrician, and for a list of the participating pediatricians, contact the plan administrator at [insert contact information].  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary or enrollee of a primary care provider, insert:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain obstetrical or gynecological care from a health care professional who specializes in obstetrics or gynecology and who participates in the network of [name of group health plan or issuer].  Such a health care professional, however, may be required to comply with certain procedures required by [name of group health plan or issuer] including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;



(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is [the median of these amounts irrespective of the number of providers charging][the median of these amounts, ranking them by the number of providers with which the rates were negotiated], excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 



(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to services in an emergency department of a hospital.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual provides notice to the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to provide notice in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required notice before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it receive notification rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers there are five amounts: $85, $100, $110, $120, and $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 3, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds a provider to its network and agrees to pay the provider 80 percent of $170 for the emergency service, with the individual responsible for the remaining 20 percent.  



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount among $85, $100, $110, $120, $150, and $170, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, would be $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions, and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to all grandfathered health plans).



10. Section 146.180 is amended as follows:



A. Revising paragraph (a)(1).



B. Adding a new paragraph (a)(2).



C. Renumbering paragraphs (a)(2), (a)(3) and (a)(4) as (a)(3), (a)(4) and (a)(5), respectively.



D. Replacing “2706” with “2727” each place it appears in paragraph (a)(1)(i)(F) and in Example 1 of paragraph (a)(3) (previously designated as (a)(2)).



E. Making a conforming change to paragraph (a)(4)(i) (previously designated as (a)(3)(i)).



F. Updating paragraph (c) to reflect the current address to which exemption elections may be mailed and providing a facsimile number to which elections may be faxed as an alternative to mailing elections.



G. Removing the outdated parenthetical reference to § 146.125(a)(2) in paragraph (f)(2)(ii).



H. Making a conforming change to paragraph (f)(3)(i).



I. Adding a conforming sentence at the end of Example 1 in paragraph (h)(4)(i).



J. Updating Example 4 in paragraph (i)(2)(iv).



The revisions read as follows:



§ 146.180  Treatment of non-Federal governmental plans.



(a)  Requirements subject to exemption—(1) Non-collectively bargained plans.    (i) Plan years commencing before September 23, 2010.  A sponsor of a non-Federal governmental plan may elect to exempt its plan, to the extent that the plan is not provided through health insurance coverage, (that is, it is self-funded), for plan years commencing before September 23, 2010, from any or all of the following requirements:




(A)  Limitations on preexisting condition exclusion periods described in § 146.111.




(B)  Special enrollment periods for individuals and dependents described in § 146.117.




(C) Prohibitions against discriminating against individual participants and beneficiaries based on health status described in § 146.121, except that the sponsor of a self-funded non-Federal governmental plan cannot elect to exempt its plan from requirements in § 146.121(a)(1)(vi) and § 146.122 that prohibit discrimination with respect to genetic information.




(D)  Standards relating to benefits for mothers and newborns described in § 146.130.




(E)  Parity in the application of certain limits to mental health and substance use disorder benefits described in § 146.136.




(F)  Required coverage for reconstructive surgery and certain other services following a mastectomy under section 2727 of the PHS Act.




(G)  Coverage of dependent students on a medically necessary leave of absence under section 2728 of the PHS Act.




(ii)  Plan years beginning on or after September 23, 2010.  A sponsor of a self-funded non-Federal governmental plan may elect to exempt its plan for plan years beginning on or after September 23, 2010, only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) or (G).  With respect to those plan years, the notices required by paragraph (f) of this section must reflect the limitations set forth in this paragraph (a)(1)(ii).




(iii) Example 1.  A non-Federal governmental employer has elected to exempt its self-funded group health plan from all of the requirements described in paragraph (a)(1)(i).  The plan year commences September 1 each year.  The plan is not subject to the limitations of paragraph (a)(1)(ii) until the plan year that commences on September 1, 2011.  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(iv) Example 2.  Same facts as in Example 1, except the plan year commences October 1 each year.  The plan is subject to the limitations of paragraph (a)(1)(ii) beginning with the plan year that commences on October 1, 2010.   Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(2) Collectively bargained plans.  (i) Special rule.  Without regard to paragraph (b)(2) of this section, a group health plan that is governed by a collective bargaining agreement that was ratified before March 23, 2010, is subject to the limitations set forth in paragraph (a)(1)(ii) beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  The notices required by paragraph (f) of this section, with respect to the first plan year subject to the limitations of paragraph (a)(1)(ii), must reflect those limitations.




(ii)  Example.  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from all of the requirements described in paragraph (a)(1)(i) of this section.  The collective bargaining agreement applies to five plan years, October 1, 2007 through September 30, 2012.  For the plan year that commences on October 1, 2012, the plan sponsor is no longer permitted to elect to exempt its plan from the requirements described in paragraph (a)(1)(i)(A), (B) and (C).  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from one or more of the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).



(3)  Limitations.  *   *   * 



(A)  Example 1.  A plan is subject to requirements of section 2727 of the PHS Act, under which a plan that covers medical and surgical benefits with respect to a mastectomy must cover reconstructive surgery and certain other services following a mastectomy.  An enrollee who has had a mastectomy receives reconstructive surgery on August 24.  Claims with respect to the surgery are submitted to and processed by the plan in September.  The group health plan commences a new plan year each September 1.  Effective September 1, the plan sponsor elects to exempt its plan from section 2727 of the PHS Act.  The plan cannot, on the basis of its exemption election, decline to pay for the claims incurred on August 24. 



*   *   *



     (4) Stop-loss or excess risk coverage.  For purposes of this section—(i) Subject to paragraph (a)(4)(ii),  *   *   *



     (5) Construction.  *   *   *



  *  *  *  * *



(c)  Mailing address.  The plan sponsor should mail the election to:  Centers for Medicare & Medicaid Services, Medicare Enrollment and Appeals Group, CM, ATTN:  HIPAA Opt-Out, 7500 Security Boulevard,  C2-12-16, Baltimore, MD 21244-1850.  Alternatively, the plan sponsor may fax the exemption election to 410-786-8001.



    *  *  *  *  * 



    (f)  *   *   *



    (2)  *   *   *



    (ii)  In the case of a collectively bargained plan, with regard to the initial plan year to which an election under this section applies, *   *   *



(3)  *   *   *  



(i)  The specific requirements described in paragraphs (a)(1) or (a)(2) of this section, as applicable, from which the plan sponsor is electing to exempt the plan, and a statement that, in general, Federal law imposes these requirements upon group health plans.



*           *           *           *           *



(h)  *   *   *



(4) *   *   *



(i)  Example 1.  (A) *   *   *



(B) *   *   *  However, regarding plan years that begin on or after September 23, 2010, the plan sponsor no longer can elect to exempt its plan from prohibitions against enrollment discrimination based on health status-related factors. 



*   *   *



(i)  *   *   *



(2)  *   *   *



(iv)  Example 4:  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from the requirements of paragraph (a)(1)(i)(E) of this section.  The collective bargaining agreement applies to five plan years, 2007 through 2011.  For the first three plan years, enrollees are notified annually and at the time of enrollment of the election under this section.  The notice specifies that the election applies to the period January 1, 2007 through December 31, 2011.  Prior to the dissemination of the annual notice for the 2010 plan year, the individual responsible for disseminating the notice terminates employment.  His replacement, who is unaware of the requirement that plan enrollees be notified annually, continues to notify new enrollees at the time of enrollment but fails to disseminate the annual notice.  CMS does not consider that failure to be a substantial failure because enrollees previously had actual notice that the election under this section applies for the period January 1, 2007 through December 31, 2011.  Accordingly, CMS would not invalidate the election for the 2010 plan year. 



*
*
*
*
*
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AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, prohibition on discrimination in favor of highly compensated individuals, patient protections, and non-federal governmental plans.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability date.  These interim final regulations generally apply to group health plans and group health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].  These interim final regulations generally apply to individual health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA[XXXX].EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.



Comments received by the Department of Labor will be posted without change to www.regulations.gov and www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9991-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Public Law 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Public Law 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable under ERISA and the Code to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, as if those provisions of the PHS Act were included in ERISA and the Code.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of the Affordable Care Act are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers stricter requirements than those imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), 2719A (regarding patient protections), and 2722 (regarding the application of the Affordable Care Act provisions to non-Federal governmental plans).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied benefits (through denial of enrollment or denial of specific benefits) based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is still relevant for these interim final regulations and is illustrated with examples in the HIPAA regulations on preexisting condition exclusions.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)




The interim final regulations under PHS Act section 2714 (relating to the continuation of dependent coverage until a child turns age 26) (75 FR 27122, May 13, 2010) provide that the terms of a plan or policy for dependent coverage cannot vary based on the age of a child, except for children age 26 or older.  These interim final regulations amend those regulations to clarify that, for plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or policy may impose a preexisting condition exclusion (consistent with the rules of 26 CFR 54.9801-3, 29 CFR 2590.701-3, and 45 CFR 146.111) on children who are age 19 or older even though this is prohibited with respect to children under age 19.  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  However, these interim final regulations provide that the annual limit rules do not apply to health flexible spending arrangements.
  


The statute also allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act and applicable regulations.
 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  


In establishing the restricted annual limit, the Departments considered several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  



In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that  for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary [of Health Human Services] to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations will result in a significant decrease in access to benefits or a significant increase in premiums.  The Departments request comments on the scope of the program.  For example, should both insured and self-insured coverage be eligible for the program?  Should certain low-cost benefit plans (sometimes referred to as mini-med plans) or health reimbursement arrangements be eligible?  Should the waiver apply to the entire period before January 1, 2014 or be granted on a plan-year-by-plan-year basis?



These interim final regulations require that individuals who reached a lifetime limit under a plan or health insurance coverage and are otherwise still eligible under the plan or health insurance coverage are provided with a notice that the lifetime limit no longer applies.  If such an individual is no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market,  reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  



Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.128)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or self-insured coverage.  These rules also apply regardless of any contestability period of the plan or issuer.



These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employer group based on the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c) and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.
  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide [at least 30 days] advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage. 


Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.132)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  



Questions have arisen as to how this rule applies to health insurance policies purchased by employers for employees on an individual-by-individual basis.  That is, do these rules apply if an employer buys an individual policy for a highly compensated employee, separate from the health coverage offered to other employees?  The Departments proposed rules on December 30, 2004 (69 FR 78800) that provide, among other things, that if a principal purpose of establishing separate plans is to evade any requirement of law, then the separate plans will be considered a single plan to the extent necessary to prevent the evasion.  The Departments expect to finalize these rules soon.


The regulations under section 105(h) of the Code, prohibiting discrimination in favor of highly compensated individuals under self-insured medical expense reimbursement plans, were issued in _______.  The Department of the Treasury and the IRS request comments on what additional guidance relating to the application of section 105(h) would be helpful, especially as applied to insured group health plans.




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.138)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.



2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   



Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  A plan or issuer satisfies this requirement if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount that would be paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is [the median of these amounts irrespective of the number of providers charging][the median of these amounts, ranking them by the number of providers with which the rates were negotiated].  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with 100 providers, a rate of $125 with one provider, and a rate of $150 with one provider, the median would be [$125 or $100, depending upon which approach is used to determine the median].  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.) 


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


E.  HHS Definitions and Non-Federal Governmental Plan Reforms 


1.  Definitions (45 CFR 144.103)



These interim final regulations revise the definition of “preexisting condition exclusion” to clarify that the denial of an application for coverage because of a preexisting condition in the individual health insurance market is a preexisting condition exclusion.  This definition at 45 CFR 144.103 is cross-referenced in both 45 CFR 146.111(a)(1) and 45 CFR 147.108, and it applies in both the group and individual health insurance markets, and also to entities that provide coverage to Federally eligible individuals pursuant to 45 CFR Part 148.



2.  Treatment of Non-Federal Governmental Plans (45 CFR 146.180)



 As noted, the Affordable Care Act made numerous changes to title XXVII of the PHS Act, including to former section 2721(b)(2), which permitted the sponsor of a self-funded non-Federal governmental plan, as defined in 45 CFR 144.103, to elect to exempt the plan from certain requirements of title XXVII of the PHS Act.
  Section 1001(4) of the Affordable Care Act re-designated section 2721 as section 2735.  Affordable Care Act section 1562(a)(2) amended section 2735 by adding a new subparagraph (a)(2)(E), which prohibits a sponsor of a self-funded non-Federal governmental plan from electing to exempt the plan from subparts I and II in part A of the revised title XXVII.   Affordable Care Act section 1562(c)(12) then amended section 2735, including re-designating subsection (b)(2) as subsection (a)(2), and then by redesignating section 2735 as section 2722.



Subpart I (“General Reform”) contains the substance of the provisions of the original subpart 1 of part A of title XXVII of the PHS Act, including limitations on preexisting condition exclusion periods, requirements for special enrollment, and prohibitions against discriminating against individual participants and beneficiaries based on health status or genetic information.  Therefore, as a result of section 2722(a)(2)(E), the sponsor of a self-funded non-Federal governmental plan cannot opt out of (elect to be exempted from) the foregoing provisions, which are now in subpart I, starting with plan years beginning on or after September 23, 2010.



However, while section 2722(a)(2)(E) precludes an opt-out election with respect to the new subparts I and II of part A, an opt-out election is still permitted with respect to the provisions in subpart 2 of part A.  Affordable Care Act section 1001(2) re-designated sections 2704 through 2707 (which formerly set forth the provisions relating to the Newborns’ and Mothers’ Health Protection Act of 1996, the Mental Health Parity Act of 1996 (as amended by the Mental Health Parity and Addiction Equity Act of 2008), the Women’s Health and Cancer Rights Act of 1998, and Michelle’s Law (2008)) as new sections 2725 through 2728, respectively, which are contained in a revised subpart 2,  “Exclusion of Plans; Enforcement; Preemption.”
  A sponsor of a self-funded non-Federal governmental plan may continue to elect to exempt its plan from the requirements of new subpart 2 (which is separate from subpart II) of part A of title XXVII since the prohibition in section 2722(a)(2)(E) does not reference subpart 2.



Affordable Care Act section 1004(a) provides that the amendments made by section 1001 are “effective for plan years beginning on or after the date that is 6 months after the date of enactment of this Act[.]”  The Affordable Care Act was enacted on March 23, 2010.  Therefore, the amendments made by section 1001, as further amended by subsections (a) and (c)(12) of section 1562, are effective for plan years beginning on or after September 23, 2010.  



The Affordable Care Act includes no exception for plan years that are governed by a previously ratified collective bargaining agreement under which the plan sponsor has elected to exempt a self-funded non-Federal governmental plan from one or more requirements of subpart 1 (as it was designated prior to enactment of the Affordable Care Act).  Section 1251 of the Affordable Care Act has special rules for "grandfathered" plans, including an exception in subsection (d) for collectively bargained plans.  However, the exception only applies for "health insurance coverage maintained pursuant to one or more collective bargaining agreements between employee representatives and one or more employers that was ratified before the date of enactment of this Act."  (Emphasis added.)   New section 2722(a)(2)(B)(ii) (former section 2721(b)(2)(B)(ii)) of the PHS Act, however, provides that an opt-out election made by the sponsor of a group health plan maintained pursuant to a collective bargaining agreement remains in effect “for the term of such agreement.”  Since this provision was not amended by the Affordable Care Act, HHS’s view is that it takes precedence over the provisions of section 1251(d) of the Affordable Care Act.  Accordingly, these interim final regulations state that a group health plan that is maintained pursuant to a collective bargaining agreement that was ratified before March 23, 2010 and that has been exempted from any provision in the former Subpart 1 will not have to come into compliance with those provisions until beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  



The sponsor of a self-funded non-federal governmental plan not maintained pursuant to a collective bargaining agreement will not be permitted to elect to opt-out of the provisions in the former subpart 1 for plan years beginning on or after September 23, 2010.  Although section 1251(b) of the Affordable Care Act provides grandfathering protection for plans that existed before March 23, 2010, opt-out elections initially submitted or renewed on or after the amendment effective date of September 23, 2010 for any provision in the former subpart 1 are not subject to that protection.



In addition to revisions that reflect the changes made by the Affordable Care Act discussed above, section 146.180 is further revised to make certain changes that are unrelated to the Affordable Care Act, such as adding the requirements of Michelle’s Law to the list of title XXVII requirements set forth at section 146.180(a)(1) from which self-funded non-Federal governmental plans may be exempted, updating the address to which an opt-out election should be submitted, updating an example to reflect more recent dates, and removing outdated text.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV.  Economic Impact and Paperwork Burden


[TO BE CIRCULATED SEPARATELY]



V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan”, as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Section 9005 of the Affordable Care Act specifically limits the annual amount of salary reduction contributions for health flexible spending arrangements.  



� Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.



� Note also that the regulations issued under section 1251 of the Affordable Care Act include a rule relating to retention of status as a grandfathered health plan based on changes to annual limits.  Under those regulations, three different situations are addressed.  First, a plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  Second, a plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  Third, a plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).







� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� The statute and these interim final regulations refer to providers both in terms of their participation and in terms of a network.  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� This is referred to here as an “opt-out election.”



� The Affordable Care Act created Subparts I and II of Part A, but did not remove Subpart 2.  Therefore, Subpart II (Roman numeral) and Subpart 2 (Arabic numeral) are separate, coexisting subparts.
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, No Discrimination in Favor of the Highly Compensated, Patient Protections, and Non-Federal Governmental Plans  


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, no discrimination in favor of highly compensated individuals, patient protections, and non-federal governmental plans.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 90 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability date.  These interim final regulations generally apply to group health plans and group health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].  These interim final regulations generally apply to individual health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB42, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA[XXXX].EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB42.



Comments received by the Department of Labor will be posted without change to www.regulations.gov and www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9991-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-120399-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov.. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Public Law 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Public Law 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
 The Affordable Care Act adds section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable under ERISA and the Code to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, as if those provisions of the PHS Act were included in ERISA and the Code.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of the Affordable Care Act are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers stricter requirements than those imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June XX, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), 2719A (regarding patient protections), and 2722 (regarding the application of the Affordable Care Act provisions to nonfederal governmental plans).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations: 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




For group health plans and group health insurance issuers, a denial of coverage of an individual based on a preexisting condition exclusion also violates the HIPAA rules prohibiting discrimination based on a health factor.
  Beginning on January 1, 2014, a denial of coverage of an individual based on a preexisting condition would also violate more than one provision in the individual market: the prohibition against preexisting condition exclusions, the guaranteed availability requirement, and the prohibition against discrimination based on health status.  If an individual was denied coverage beginning in 2014 on a ground unrelated to the existence of a preexisting condition or a health factor, the denial would still violate the right to guaranteed availability.




The protections in the new PHS Act section 2704 generally apply to plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied benefits (in whole or part) based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan (in whole or part) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is still relevant for these interim final regulations and is illustrated with examples in the HIPAA regulations on preexisting condition exclusions.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)




The interim final regulations under PHS Act section 2714 (relating to the continuation of dependent coverage until a child turns age 26) (75 FR 27122, May 13, 2010) provide that the terms of a plan or policy for dependent coverage cannot vary based on the age of a child, except for children age 26 or older.  These interim final regulations amend those regulations to clarify that, for plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or policy may impose a preexisting condition exclusion (consistent with the rules of 26 CFR 54.9801-3, 29 CFR 2590.701-3, and 45 CFR 146.111) on children who are age 19 or older even though this is prohibited with respect to children under age 19.  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.???)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  However, these interim final regulations provide that the annual limit rules do not apply to health flexible spending arrangements.
  


The statute also allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act and applicable regulations.
 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments ensure that access to needed services is made available with a minimal impact on premiums.  


In establishing the restricted annual limit, the Departments considered several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  






In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under 


these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan (or policy) may only take into account essential health benefits.  


Although the restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums, the Departments recognize that  for a small minority of plans or health insurance coverage, compliance with the annual limit requirement prescribed in these interim final regulations could have the effect of either denying access to needed services or having more than a minimal impact on premiums.  In order to avoid having individuals with such coverage be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary [of HHS] to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations will result in a significant decrease in access to benefits or a significant increase in premiums.  The Departments request comments on the scope of the program.  For example, should both insured and self-insured coverage be eligible for the program?  Should certain low-cost benefit plans (sometimes referred to as mini-med plans) or health reimbursement arrangements be eligible?  Should the waiver apply to the entire period before January 1, 2014 or be granted on a plan-year-by-plan-year basis?



These interim final regulations provide an enrollment (in the individual market,  reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  This opportunity must be made available no later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.



C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.???)


PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or self-insured coverage.  These rules also apply regardless of any contestability period of the plan or issuer.



These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employer group based on the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c) and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.
  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination.  Regulatory guidance regarding the provisions of PHS Act section 2719 is expected to be issued in the near future. 



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716T, 29 CFR 2590.715-2716, 45 CFR 147.???)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual discriminated against for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or title XXVII of the PHS Act (civil money penalties of $100 per day per individual discriminated against for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual discriminated against.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals by insured group health plans do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.XXX)



Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.


1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with paragraph (a)(4) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (a)(4) of these interim final regulations.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.






2.  Emergency Services








If a plan or health insurance coverage provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without any prior authorization (even if the services are provided on an out-of-network basis) and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements. Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  A plan or issuer satisfies this requirement if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—



(1) The amount negotiated with in-network providers for the emergency service furnished; 



(2) The amount for the emergency service calculated using the same method the plan uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges); or 



(3) The amount paid under Medicare for the emergency service.
  



Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  


In connection with determining the first amount above, for plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount is zero, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median.  The median is determined based solely on the number of rates negotiated, irrespective of with how many providers each rate is negotiated.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with 100 providers, a rate of $125 with one provider, and a rate of $150 with one provider, the median would be $125.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts.)  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.    


Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  


Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.


In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  









































Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


E.  Individual Market and Non-Federal Governmental Plan Reforms 


1.  References to the Public Health Service Act



Conforming changes are made throughout Parts 144 and 146 to reflect changes made by the Patient Protection and Affordable Care Act (Affordable Care Act), which renumbered certain sections of title XXVII of the Public Health Service Act (PHS Act).


2.  Definitions (45 CFR 144.103)



The definition of “policy year” is added and it is defined as the 12-month period that is designated in the policy documents of individual health insurance coverage.  If the policy document does not designate a policy year (or no such document exists), then the policy year is the deductible or limit year used under the coverage.  If deductibles or other limits are not imposed on a yearly basis, the policy year is the calendar year.  The Affordable Care Act uses the term “plan year” in referring to the period of coverage in both the individual and group health insurance markets.  The term “plan year,” however, is generally recognized as having only relevance in the group health insurance market.  Accordingly, these interim final regulations substitute the term “policy year” for “plan year” in defining the period of coverage in the individual health insurance market. 



These interim final regulations revise the definition of “preexisting condition exclusion” to clarify that the denial of an application for coverage because of a preexisting condition in the individual health insurance market is a preexisting condition exclusion.  This definition at 45 CFR 144.103 is cross-referenced in both 45 CFR 146.111(a)(1) and 45 CFR 147.2704, and it applies in both the group and individual health insurance markets, and also to entities that provide coverage to Federally eligible individuals pursuant to 45 CFR Part 148.



3.  Treatment of Non-Federal Governmental Plans (45 CFR 146.180)



 As noted, the Affordable Care Act made numerous changes to title XXVII of the PHS Act, including to former section 2721(b)(2), which permitted the sponsor of a self-funded non-Federal governmental plan, as defined in 45 CFR 144.103, to elect to exempt the plan from certain requirements of title XXVII of the PHS Act.
  Section 1001(4) of the Affordable Care Act re-designated section 2721 as section 2735.  Affordable Care Act section 1562(a)(2) amended section 2735 by adding a new subparagraph (a)(2)(E), which prohibits a sponsor of a self-funded non-Federal governmental plan from electing to exempt the plan from subparts I and II in part A of the revised title XXVII.   Affordable Care Act section 1562(c)(12) then amended section 2735, including re-designating subsection (b)(2) as subsection (a)(2), and then by redesignating section 2735 as section 2722.



Subpart I (“General Reform”) contains the substance of the provisions of the original subpart 1 of part A of title XXVII of the PHS Act, including limitations on preexisting condition exclusion periods, requirements for special enrollment, and prohibitions against discriminating against individual participants and beneficiaries based on health status or genetic information.  Therefore, as a result of section 2722(a)(2)(E), the sponsor of a self-funded non-Federal governmental plan cannot opt out of (elect to be exempted from) the foregoing provisions, which are now in subpart I, starting with plan years beginning on or after September 23, 2010.



However, while section 2722(a)(2)(E) precludes an opt-out election with respect to the new subparts I and II of part A, an opt-out election is still permitted with respect to the provisions in subpart 2 of part A.  Affordable Care Act section 1001(2) re-designated sections 2704 through 2707 (which formerly set forth the provisions relating to the Newborns’ and Mothers’ Health Protection Act of 1996, the Mental Health Parity Act of 1996 (as amended by the Mental Health Parity and Addiction Equity Act of 2008), the Women’s Health and Cancer Rights Act of 1998, and Michelle’s Law (2008)) as new sections 2725 through 2728, respectively, which are contained in a revised subpart 2,  “Exclusion of Plans; Enforcement; Preemption.”
  A sponsor of a self-funded non-Federal governmental plan may continue to elect to exempt its plan from the requirements of new subpart 2 (which is separate from subpart II) of part A of title XXVII since the prohibition in section 2722(a)(2)(E) does not reference subpart 2.



Affordable Care Act section 1004(a) provides that the amendments made by section 1001 are “effective for plan years beginning on or after the date that is 6 months after the date of enactment of this Act[.]”  The Affordable Care Act was enacted on March 23, 2010.  Therefore, the amendments made by section 1001, as further amended by subsections (a) and (c)(12) of section 1562, are effective for plan years beginning on or after September 23, 2010.  



The Affordable Care Act includes no exception for plan years that are governed by a previously ratified collective bargaining agreement under which the plan sponsor has elected to exempt a self-funded non-Federal governmental plan from one or more requirements of subpart 1 (as it was designated prior to enactment of the Affordable Care Act).  Section 1251 of the Affordable Care Act has special rules for "grandfathered" plans, including an exception in subsection (d) for collectively bargained plans.  However, the exception only applies for "health insurance coverage maintained pursuant to one or more collective bargaining agreements between employee representatives and one or more employers that was ratified before the date of enactment of this Act."  (Emphasis added.)   New section 2722(a)(2)(B)(ii) (former section 2721(b)(2)(B)(ii)) of the PHS Act, however, provides that an opt-out election made by the sponsor of a group health plan maintained pursuant to a collective bargaining agreement remains in effect “for the term of such agreement.”  Since this provision was not amended by the Affordable Care Act, HHS’s view is that it takes precedence over the provisions of section 1251(d) of the Affordable Care Act.  Accordingly, these interim final regulations state that a group health plan that is maintained pursuant to a collective bargaining agreement that was ratified before March 23, 2010 and that has been exempted from any provision in the former Subpart 1 will not have to come into compliance with those provisions until beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  



The sponsor of a self-funded non-federal governmental plan not maintained pursuant to a collective bargaining agreement will not be permitted to elect to opt-out of the provisions in the former subpart 1 for plan years beginning on or after September 23, 2010.  Although section 1251(b) of the Affordable Care Act provides grandfathering protection for plans that existed before March 23, 2010, opt-out elections initially submitted or renewed on or after the amendment effective date of September 23, 2010 for any provision in the former subpart 1 are not subject to that protection.



In addition to revisions that reflect the changes made by the Affordable Care Act discussed above, section 146.180 is further revised to make certain changes that are unrelated to the Affordable Care Act, such as adding the requirements of Michelle’s Law to the list of title XXVII requirements set forth at section 146.180(a)(1) from which self-funded non-Federal governmental plans may be exempted, updating the address to which an opt-out election should be submitted, updating an example to reflect more recent dates, and removing outdated text.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  


Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment period be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV.  Economic Impact and Paperwork Burden


Approximately four percent of large employer plans, eight percent of small employer PPO plans, and 19 percent of individual market plans currently have annual limits.  Although available data show that very few health insurance plans impose annual limits, at least half of small group plans and over 75 percent of policies in the individual market impose lifetime limits.  The 2009 Kaiser Family Foundation/HRET Survey of Employers found that less than one percent of covered workers had lifetime limits less than $1 million, 16 percent had limits between $1 million and $1.99 million, 43 percent had lifetime limits of $2 million or more, and 41 percent had no lifetime maximum.
  Of those enrollees in indemnity plans with lifetime limits, 63 percent of single enrollees and 44 percent of family enrollees had lifetime maximums less than $2 million while less than one percent of enrollees in network-based arrangements, such as HMOs, PPOs, or high deductible health plans with savings options had lifetime maximums less than $2 million.  While it is possible that those plans with lifetime limits will switch to annual limits prior to the elimination of annual limits in 2014, group health plans and health insurance issuers could use a number of changes to benefit design to mitigate any potential premium increases.  




[This phased-in approach provides ample opportunity for plans with relatively low annual limits (e.g., $100,000, $250,000, or $500,000) to more gradually make adjustments that might smooth any increase in costs that might result from the increased minimum annual limits under these interim final regulations.  The proposed annual limit levels ensure that the vast majority of individuals who may experience high medical costs during the year will continue to have access to coverage.]


V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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26 CFR Part 54



Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.


29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.



45 CFR Part 147


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan”, as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� 26 CFR 54.9802-1; 29 CFR 2590.702; 45 CFR 146.121.



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Section 9005 of the Affordable Care Act specifically limits the annual amount of salary reduction contributions for health flexible spending arrangements.  



� Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.



� See the Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�.



� Note also that the regulations issued under section 1251 of the Affordable Care Act include a rule relating to retention of status as a grandfathered health plan based on changes to annual limits.  Under those regulations, three different situations are addressed.  First, a plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  Second, a plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  Third, a plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).







� For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.



� This is referred to here as the an “opt-out provisionelection.”



� The Affordable Care Act created Subparts I and II of Part A, but did not remove Subpart 2.  Therefore, Subpart II (Roman numeral) and Subpart 2 (Arabic numeral) are separate, coexisting subparts.



� See the Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�.







�Can we get rid of this whole paragraph?  Cross reference the discussion in the economic analysis that goes over these same statistics?







If not, use cite for the 1st sentence from economic analysis cite to Mercer survey (FN 31 in old draft)



�Can we get rid of this whole paragraph?  Cross reference the discussion in the economic analysis that goes over these same statistics?







If not, use cite for the 1st sentence from economic analysis cite to Mercer survey (FN 31 in old draft)



�This was moved from our part of the preamble (II) per the comment above.
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Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4.  Section 2590.715-2714 is amended by revising paragraph (d) to read as follows:


(d) Uniformity irrespective of age.—(1) In general.  Subject to paragraph (d)(2) of this section, the terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(2) Preexisting condition exclusions for children age 19 and older before 2014.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or health insurance coverage may impose a preexisting condition exclusion (consistent with the rules of section 2590.701-3 of this Part) on children who are age 19 or older even though this is prohibited with respect to children under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  


5. Section 2590.715-2704 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) In general.  (1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  (The denial of an application for coverage based on a preexisting condition exclusion also violates PHS Act section 2702 (guaranteed availability of coverage) and PHS Act section 2705 (prohibition against discrimination based on health status) for policy years beginning on or after January 1, 2014.)



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13 year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13 year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13 year-old child.


6. Section 2590.715-2711 is added to Subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(3) Authority of the Secretary to grant waivers.  For plan years beginning before January 1, 2014, the Secretary [of Health and Human Services] may establish a program under which the requirements of this section relating to annual limits may be waived for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under this section if compliance with this section will result in a significant decrease in access to benefits under a plan or health insurance coverage or a significant increase in premiums for the plan or health insurance coverage.


(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit.  



(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage or benefits ended under a group health plan or group or individual health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  If the individual is not covered under the plan or health insurance coverage, the plan and issuer must give the individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  This opportunity (including the written notice) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The notice may be provided to an employee on behalf of the employee’s dependent.  In addition, the notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  If a notice satisfying the requirements of this paragraph (e)(2) is provided to an employee whose dependent is entitled to an enrollment opportunity under this paragraph (e), the obligation to provide the notice of enrollment opportunity under this paragraph (e)(2) with respect to that dependent is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For the 2010 plan year, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, B incurs a claim for benefits that exceeds the lifetime limit under Y’s plan and ceases coverage under the plan.  On or before January 1, 2011, Y’s group health plan gives B written notice of B’s right to enroll in the plan, and that B can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing an enrollment opportunity to C that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, are enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurs a claim for benefits that exceeds the lifetime limit under Z’s plan.  D drops family coverage but remains an employee of Z.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4. (i) Facts.  Same facts as Example 2, except that E elected COBRA continuation coverage.  



(ii) Conclusion.  In this Example 4, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll other than as a COBRA qualified beneficiary (and must provide, by that date, written notice of the opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


7. Section 2590.715-2712 is added to Subpart C to read as follows:



§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –



(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.


(3)  The rules of this paragraph (a) are illustrated by the following examples:




Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A was treated for acne six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s prior treatment for acne, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the prior treatment for acne was not fraudulent or an intentional misrepresentation of material fact.  



Example 2. (i) Facts.  A group health plan provides coverage for full-time employees, defined as working at least 30 hours per week.  Employees who work less than 30 hours per week do not qualify for health coverage.  Individual B has coverage under the plan as a full time employee.  B switches from a full-time position to a part-time position.  The plan continues to provide health coverage, including collecting premiums from B and paying claims submitted by B.  Subsequently, the plan is informed that B no longer works at least 30 hours a week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


8. Section 2590.715-2716 is added to Subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code that apply to self-insured medical reimbursement plans (prohibiting discrimination in favor of highly compensated individuals as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


9. Section 2590.715-2719A is added to Subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  An HMO designates for each enrollee a physician who specializes in internal medicine to serve as the primary care provider for the enrollee and the enrollee’s family.   Enrollee A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.



(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician. 




(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for a scheduled cesarean section.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for a scheduled cesarean section does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to services for treatments, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider.  (i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage (in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance).


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care



providers by participants, beneficiaries, or enrollees, insert:


Because [name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider, you have the right to designate any primary care provider who participates in the network of [name of plan or coverage] who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the plan administrator at [insert contact information].  



(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, insert: 


If you have a child who is enrolled in [name of group health plan or health insurance issuer], you have the right to designate any pediatrician who participates in the network of [plan or coverage] who is available to accept your child as your child’s primary care provider.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one.]  For information on how to select a pediatrician, and for a list of the participating pediatricians, contact the plan administrator at [insert contact information].  



(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary or enrollee of a primary care provider, insert:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain obstetrical or gynecological care from a health care professional who specializes in obstetrics or gynecology and who participates in the network of [name of group health plan or issuer].  Such a health care professional, however, may be required to comply with certain procedures required by [name of group health plan or issuer] including obtaining prior authorization for certain services, following a pre-approved treatment plan, or for making referrals.  For a list of participating health care professionals who specializes in obstetrics or gynecology, contact the plan administrator at [insert contact information].



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services;



(iii)  If the services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;



(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to the participant, beneficiary, or enrollee if the services were provided in-network.  A group health plan or health insurance issuer satisfies this requirement with respect to an emergency service if it provides benefits in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section. 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount under this paragraph (b)(3)(i)(A) is zero.


(B) The amount for the emergency service calculated using the same method the plan uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 



(C) The amount paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits
.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to services in an emergency department of a hospital.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual provides notice to the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to provide notice in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required notice before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  



(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it receive notification rather than grant authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts. Same facts as Example 2, except that the plan also waives the copayment where emergency services are not preauthorized if it later determines that the medical condition was an emergency medical condition as defined in this paragraph (b). 



(ii) Conclusion.  In this Example 3, the plan does not violate the requirements of this paragraph (b) because the plan does not impose the copayment if the individual has an emergency medical condition.  Thus, there is no prior authorization requirement in order to receive coverage for an emergency medical condition.



Example 4. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers there are five amounts: $85, $100, $110, $120, and $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 5. (i) Facts.  Same facts as Example  4.  Subsequently, the plan adds a provider to its network and agrees to pay the provider 80 percent of $170 for the emergency service, with the individual responsible for the remaining 20 percent.  



(ii) Conclusion.  In this Example 5, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount among $85, $100, $110, $120, $150, and $170, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  



Example 6. (i) Facts.  Same facts as Example 5.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, would be $80.  


(ii) Conclusion.  In this Example 6, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 7. (i) Facts. Same facts as Example 6.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 7, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions, and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).



(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.



10. Section 146.180 is amended as follows:



A. Revising paragraph (a)(1).



B. Adding a new paragraph (a)(2).



C. Renumbering paragraphs (a)(2), (a)(3) and (a)(4) as (a)(3), (a)(4) and (a)(5), respectively.



D. Replacing “2706” with “2727” each place it appears in paragraph (a)(1)(i)(F) and in Example 1 of paragraph (a)(3) (previously designated as (a)(2)).



E. Making a conforming change to paragraph (a)(4)(i) (previously designated as (a)(3)(i)).



F. Updating paragraph (c) to reflect the current address to which exemption elections may be mailed and providing a facsimile number to which elections may be faxed as an alternative to mailing elections.



G. Removing the outdated parenthetical reference to § 146.125(a)(2) in paragraph (f)(2)(ii).



H. Making a conforming change to paragraph (f)(3)(i).



I. Adding a conforming sentence at the end of Example 1 in paragraph (h)(4)(i).



J. Updating Example 4 in paragraph (i)(2)(iv).



The revisions read as follows:



§ 146.180  Treatment of non-Federal governmental plans.



(a)  Requirements subject to exemption—(1) Non-collectively bargained plans.    (i) Plan years commencing before September 23, 2010.  A sponsor of a non-Federal governmental plan may elect to exempt its plan, to the extent that the plan is not provided through health insurance coverage, (that is, it is self-funded), for plan years commencing before September 23, 2010, from any or all of the following requirements:




(A)  Limitations on preexisting condition exclusion periods described in § 146.111.




(B)  Special enrollment periods for individuals and dependents described in § 146.117.




(C) Prohibitions against discriminating against individual participants and beneficiaries based on health status described in § 146.121, except that the sponsor of a self-funded non-Federal governmental plan cannot elect to exempt its plan from requirements in § 146.121(a)(1)(vi) and § 146.122 that prohibit discrimination with respect to genetic information.




(D)  Standards relating to benefits for mothers and newborns described in § 146.130.




(E)  Parity in the application of certain limits to mental health benefits described in § 146.136.




(F)  Required coverage for reconstructive surgery and certain other services following a mastectomy under section 2727 of the PHS Act.




(G)  Coverage of dependent students on a medically necessary leave of absence under section 2728 of the PHS Act.




(ii)  Plan years beginning on or after September 23, 2010.  (i)  A sponsor of a self-funded non-Federal governmental plan may elect to exempt its plan for plan years beginning on or after September 23, 2010, only from any or all of the requirements described in paragraph (a)(1)(i)(D), (E), (F) or (G).  With respect to those plan years, the notices required by paragraph (f) of this section must reflect the limitations set forth in this paragraph (a)(1)(ii).




(iii) Example 1.  A non-Federal governmental employer has elected to exempt its self-funded group health plan from all of the requirements described in paragraph (a)(1)(i).  The plan year commences September 1 each year.  The plan is not subject to the limitations of paragraph (a)(1)(ii) until the plan year that commences on September 1, 2011.  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(iv) Example 2.  Same facts as in Example 1, except the plan year commences October 1 each year.  The plan is subject to the limitations of paragraph (a)(1)(ii) beginning with the plan year that commences on October 1, 2010.   Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(2) Collectively bargained plans.  (i) Special rule.  Without regard to paragraph (b)(2) of this section, a group health plan that is governed by a collective bargaining agreement that was ratified before March 23, 2010, is subject to the limitations set forth in paragraph (a)(1)(ii) beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  The notices required by paragraph (f) of this section, with respect to the first plan year subject to the limitations of paragraph (a)(1)(ii), must reflect those limitations.




(ii)  Example.  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from all of the requirements described in paragraph (a)(1)(i) of this section.  The collective bargaining agreement applies to five plan years, October 1, 2007 through September 30, 2012.  For the plan year that commences on October 1, 2012, the plan sponsor is no longer permitted to elect to exempt its plan from the requirements described in paragraph (a)(1)(i)(A), (B) and (C).  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).



(3)  Limitations.  *   *   * 



(A)  Example 1.  A plan is subject to requirements of section 2727 of the PHS Act, under which a plan that covers medical and surgical benefits with respect to a mastectomy must cover reconstructive surgery and certain other services following a mastectomy.  An enrollee who has had a mastectomy receives reconstructive surgery on August 24.  Claims with respect to the surgery are submitted to and processed by the plan in September.  The group health plan commences a new plan year each September 1.  Effective September 1, the plan sponsor elects to exempt its plan from section 2727 of the PHS Act.  The plan cannot, on the basis of its exemption election, decline to pay for the claims incurred on August 24. 



*   *   *



     (4) Stop-loss or excess risk coverage.  For purposes of this section—(i) Subject to paragraph (a)(4)(ii),  *   *   *



     (5) Construction.  *   *   *



  *  *  *  * *



(c)  Mailing address.  The plan sponsor should mail the election to:  Centers for Medicare & Medicaid Services, Medicare Enrollment and Appeals Group, CPC, ATTN:  HIPAA Opt-Out, 7500 Security Boulevard,  C2-12-16, Baltimore, MD 21244-1850.  Alternatively, the plan sponsor may fax the exemption election to 410-786-8001.



    *  *  *  *  * 



    (f)  *   *   *



    (2)  *   *   *



    (ii)  In the case of a collectively bargained plan, with regard to the initial plan year to which an election under this section applies, *   *   *



(3)  *   *   *  



(i)  The specific requirements described in paragraphs (a)(1) or (a)(2) of this section, as applicable, from which the plan sponsor is electing to exempt the plan, and a statement that, in general, Federal law imposes these requirements upon group health plans.



*           *           *           *           *



(h)  *   *   *



(4) *   *   *



(i)  Example 1.  (A) *   *   *



(B) *   *   *  However, regarding plan years that begin on or after September 23, 2010, the plan sponsor no longer can elect to exempt its plan from prohibitions against enrollment discrimination based on health status-related factors. 



*   *   *



(i)  *   *   *



(2)  *   *   *



(iv)  Example 4:  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from the requirements of paragraph (a)(1)(i)(E) of this section.  The collective bargaining agreement applies to five plan years, 2007 through 2011.  For the first three plan years, enrollees are notified annually and at the time of enrollment of the election under this section.  The notice specifies that the election applies to the period January 1, 2007 through December 31, 2011.  Prior to the dissemination of the annual notice for the 2010 plan year, the individual responsible for disseminating the notice terminates employment.  His replacement, who is unaware of the requirement that plan enrollees be notified annually, continues to notify new enrollees at the time of enrollment but fails to disseminate the annual notice.  CMS does not consider that failure to be a substantial failure because enrollees previously had actual notice that the election under this section applies for the period January 1, 2007 through December 31, 2011.  Accordingly, CMS would not invalidate the election for the 2010 plan year. 



�Note for preamble to explain why this is different than 2714: there may be situations where, for ex, coverage under family policy has not technically ended but they hit lifetime max and cannot get benefits.



�Need to revise – these are from 2714.



�Note for preamble: need to describe where these rates are available to the public.



�Notes for preamble on deductibles and OOP max: states can always be more strict, plans can always be more generous.
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RE: limited benefits v excepted benefits

		From

		Mayhew, James A. (CMS/CPC)

		To

		Corrigan, Dara (HHS/OHR); Kosin, Donald (HHS/OGC)

		Recipients

		Dara.Corrigan@hhs.gov; Donald.Kosin@HHS.GOV







I was walking down the hall just now to grab my lunch out of the
refrigerator and a friend passing by said “ I’m glad they let you
out of your cage for a moment.”




 




That summed it up nicely for me.  People at CMS don’t
know me anymore since my door is always closed or I’m in DC.




 




I have this nagging fear about limited benefit plans- like the
WH is going to come up with some idea to exempt them from annual limits that
will not be sustainable.  The whole purpose of health care reform (or I
thought anyway) was to have these lousy plans go away so that individuals can get
decent coverage.  I know there will be a gap until 2014, but these plans
are deceptive in the sense that people think they have more coverage than they
actually have (which is very little).




 




 




 




 




 








From: Corrigan, Dara
(HHS/ASPE) 

Sent: Wednesday, June 09, 2010 12:22 PM

To: Kosin, Donald (HHS/OGC); Mayhew, James A. (CMS/CPC)

Subject: RE: limited benefits v excepted benefits










 




What
is your view of the bracketed provision in the grandfather reg?  Limited
benefits plans?




 




The
last call was not a great one from my perspective.  It is very difficult
when you are not part of the policy decisionmaking, when there are errors in
the data, when you do not know what different parts of the Department think,
etc.  Basically DOL and Treasury were trying to take apart the bracketed
portion of the grandfather rule and I was not in a position to defend the data
or explain exactly what the Department's position is or whether we considered
other alternatives.  I also cannot project what behavioral changes are
likely to occur in the individual market as a result of the bracketed section. 





 




I end
up feeling like an idiot or in a terrible position and not representing the
Department well at all.  I am tired of this process today I have to
say.  






 









Dara 







 












From: Kosin, Donald (HHS/OGC) 

Sent: Wednesday, June 09, 2010 9:31 AM

To: Mayhew, James A. (CMS/CPC); Corrigan, Dara (HHS/ASPE)

Subject: FW: limited benefits v excepted benefits




Jeanne's idea is below. 







 







Notice: The contents of this
message and any attachments may be privileged and confidential.  Please do
not disseminate without the approval of the Office of the General
Counsel.  If you are not an intended recipient, or have received this
message in error, please delete it without reading it and please do not print,
copy, forward, disseminate, or otherwise use the information.  Also,
please notify the sender that you have received this communication in error.
Your receipt of this message is not intended to waive any applicable privilege.







 







 












From: Choe, Ken (HHS/OGC) 

Sent: Tuesday, June 08, 2010 9:27 PM

To: Kosin, Donald (HHS/OGC); Schulkin, Vicki (HHS/OGC); Fisher, Barbara
(HHS/OGC); Hoffman, Janice (HHS/OGC)

Subject: FW: limited benefits v excepted benefits








i'm
loathe to tell you of yet another twist/turn.  based on my expression of
discomfort with an enforcement theory, jeanne has proposed an entirely
different approach -- one based on the definition of a restricted annual limit
(which, for those of you who haven't read the politico article, is the new requirement
of concern to the mini-med plans).  as you can see below, i myself think
that it holds promise (given, as jeanne says, that "restricted"
annual limit is an wholly undefined term).  if you can stomach continuing
to follow this saga, i'd, of course, be interested in your thoughts.












 












From: Choe, Ken (HHS/OGC)

Sent: Tue 6/8/2010 9:26 PM

To: Brooks-LaSure, Chiquita (HHS/OHR); Lambrew, Jeanne (HHS/ASPE);
Childress, Mark (HHS/OGC); Seshamani, Meena (HHS/ASPE)

Subject: RE: limited benefits v excepted benefits













yes,
limits the policy to annual limits, and, as jeanne says, neatly disposes of the
2014 issue.  (bonus: no need to amend the grandfather regulation. 
again.)









 









as
for whether the policy would sweep in other plans, i note that, if memory
serves, in addition to the limiting principle of premium spikes, the statute
sets forth another limiting principle: "access to needed
services."  perhaps there's something singular about limited benefits
plans both with respect to premium spike and with respect to coverage access
(e.g., the types of populations to which they tend to be relevant) that would
make them especially promising candidates for waivers?  also, i note that,
on a somewhat lesser note, the question of whether the policy would sweep in
other plans is also present under an enforcement discretion theory. 
there, the question is whether a justification based on the notion that
pre-2014 enforcement would lead to loss of coverage could also apply to other
plans, i.e., whether there's a non-arbitrary distinction for treating limited
benefits plans differently (which there might be).












 












From: Brooks-LaSure, Chiquita (HHS/OHR)

Sent: Tue 6/8/2010 8:53 PM

To: Lambrew, Jeanne (HHS/ASPE); Choe, Ken (HHS/OGC); Childress, Mark
(HHS/OGC); Seshamani, Meena (HHS/ASPE)

Subject: RE: limited benefits v excepted benefits









i like, because it limits the exemption to
the annual rule, rather than exempting them from everything (like MLRs, rescissions).
however, do you think this new waiver would sweep up alot of regular plans as
well? that might not be bad if we want to mitigate premium increases but will
of course mean fewer people benefit from the policy. 




 




-----Original Message----- 

From: Lambrew, Jeanne (HHS/ASPE) 

Sent: Tue 6/8/2010 8:38 PM 

To: Choe, Ken (HHS/OGC); Childress, Mark
(HHS/OGC); Brooks-LaSure, Chiquita (HHS/OHR); Seshamani, Meena (HHS/ASPE)


Subject: RE: limited benefits v excepted
benefits 

  

One other thought, since I am equally quesy
about a broad rule.  What if we leave grandfather as is and, instead,
create an exceptions or waiver processin in the patients protection rule. 







It could be something like, if a plan subjected
to the restricted annual limits policy has evidence that the change from in its
annual limit in place on March 23 would result in significant premium increase
that would disrupt coverage, then it can apply for a delayed effective
date.  






This shoudl be legal given that we have to
define the damn term "restricted" anyway, and are supposed to take
into account premiums.  






Given that there are so many crappy plans out
there, I'd rather make it an exception than a rule: if that Cigna plan has real
evidence, they can come and prove it.  This will link exempting plans from
the annual limits policy with the reason we care about: premium spikes.  






If we delay the effective date, then we are
giving them time to figure out a new business model, although obviously each
year as the limit goes up, the premium effect will be greater making it easier
to prove the spike.  We could replace delayed effective date with a
transitional limit, although I hate the idea of making up another set fo dollar
amounts.






Lastly, we don't have to worry about 2014 since
our "restricted" authority goes away. 

  

Thoughts? 
















RE: Pkg of 6 Reg Text 6.8.10 5pm

		From

		Baum, Beth - EBSA

		To

		Baum, Beth - EBSA; Benson, Susanna - SOL; Butikofer, James - EBSA; Corrigan, Dara (HHS/OHR); Cosby, Chris - EBSA; Helen.Morrison@do.treas.gov; Karen Levin - HOME; Knopf Kevin - OTP; Kosin, Donald (HHS/OGC); Levin Karen; Mayhew, James A. (CMS/CPC); Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Schumacher, Elizabeth - EBSA; Tawshunsky Alan; Taylor, William - SOL; Turner, Amy - EBSA

		Recipients

		baum.beth@dol.gov; Benson.Susanna@dol.gov; Butikofer.James@dol.gov; Dara.Corrigan@hhs.gov; Cosby.Chris@dol.gov; Helen.Morrison@do.treas.gov; kblevin1@yahoo.com; Kevin.Knopf@do.treas.gov; Donald.Kosin@HHS.GOV; Karen.B.Levin@irscounsel.treas.gov; James.Mayhew@cms.hhs.gov; Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Schumacher.Elizabeth@dol.gov; Alan.Tawshunsky@irscounsel.treas.gov; Taylor.William@dol.gov; Turner.Amy@dol.gov






Here is the preamble as of now...



-----Original Message-----

From: Baum, Beth - EBSA

Sent: Tuesday, June 08, 2010 4:51 PM

To: Baum, Beth - EBSA; Benson, Susanna - SOL; Butikofer, James - EBSA;

'Corrigan, Dara (HHS/ASPE)'; Cosby, Chris - EBSA;

Helen.Morrison@do.treas.gov; Karen Levin - HOME; 'Knopf Kevin - OTP';

'Kosin, Donald (HHS/OGC)'; 'Levin Karen'; 'Mayhew, James A. (CMS/CPC)';

'Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV'; Schumacher, Elizabeth -

EBSA; Tawshunsky Alan; Taylor, William - SOL; Turner, Amy - EBSA

Subject: Pkg of 6 Reg Text 6.8.10 5pm



Here is the updated version of the six-pack: we'll go over the preamble

at 930am in the morning tomorrow.









Pkg of 6 Joint Preamble 6.8.10 9am.doc

Pkg of 6 Joint Preamble 6.8.10 9am.doc
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Interim Final Rules for Group Health Plans and Health Insurance Issuers under the Patient Protection and Affordable Care Act  



AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, discrimination in favor of highly compensated individuals, patient protections, and non-federal governmental plans.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 90 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability date.  These interim final regulations generally apply to group health plans and group health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].  These interim final regulations generally apply to individual health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB42, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA[XXXX].EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB42.



Comments received by the Department of Labor will be posted without change to www.regulations.gov and www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9991-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-118412-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-118412-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-118412-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov.. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Public Law 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Public Law 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
 The Affordable Care Act adds section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable under ERISA and the Code to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, as if those provisions of the PHS Act were included in ERISA and the Code.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of the Affordable Care Act are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers stricter requirements than those imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on May XX, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), 2719A (regarding patient protections), and 2722 (regarding the application of the Affordable Care Act provisions to nonfederal governmental plans).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations: 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




For group health plans and group health insurance issuers, a denial of coverage of an individual based on a preexisting condition exclusion also violates the HIPAA rules prohibiting discrimination based on a health factor.  Beginning on January 1, 2014, a denial of coverage of an individual based on a preexisting condition would also violate more than one provision in the individual market: the prohibition against preexisting condition exclusions, the guaranteed availability requirement, and the prohibition against discrimination based on health status.  Of course, if an individual was denied coverage beginning in 2014 on a ground other than the existence of a preexisting condition or a health factor, the denial would only violate the right to guaranteed availability.




The protections in the new PHS Act section 2704 generally apply to plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied benefits (in whole or part) based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan (in whole or part) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is still relevant for these interim final regulations and is illustrated with examples in the HIPAA regulations on preexisting condition exclusions.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)




The interim final regulations under PHS Act section 2714 (relating to the continuation of dependent coverage until age 26)(75 FR 27122, May 13, 2010) provide that the terms of a plan or policy for dependent coverage cannot vary based on the age of a child, except for children age 26 or older.  These interim final regulations amend those regulations to clarify that, for plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or policy may impose a preexisting condition exclusion (consistent with the rules of 26 CFR 54.9801-3, 29 CFR 2590.701-3, and 45 CFR 146.111) on children who are age 19 or older even though this is prohibited with respect to children under age 19.  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.???)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  However, these interim final regulations provide that the annual limit rules do not apply to health flexible spending arrangements.
  


The statute also allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act and applicable regulations.
 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may only establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”



In establishing the restricted annual limit, the Departments considered several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  



Approximately four percent of large employer plans, eight percent of small employer PPO plans, and 19 percent of individual market plans currently have annual limits.  Although available data show that very few health insurance plans impose annual limits, at least half of small group plans and over 75 percent of policies in the individual market impose lifetime limits.  The 2009 Kaiser Family Foundation/HRET Survey of Employers found that less than one percent of covered workers had lifetime limits less than $1 million, 16 percent had limits between $1 million and $1.99 million, 43 percent had lifetime limits of $2 million or more, and 41 percent had no lifetime maximum.
  Of those enrollees in indemnity plans with lifetime limits, 63 percent of single enrollees and 44 percent of family enrollees had lifetime maximums less than $2 million while less than one percent of enrollees in network-based arrangements, such as HMOs, PPOs, or high deductible health plans with savings options had lifetime maximums less than $2 million.  While it is possible that those plans with lifetime limits will switch to annual limits prior to the elimination of annual limits in 2014, group health plans and health insurance issuers could use a number of changes to benefit design to mitigate any potential premium increases.  



In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  This phased-in approach provides ample opportunity for plans with relatively low annual limits (e.g., $100,000, $250,000, or $500,000) to more gradually make adjustments that might smooth any increase in costs that might result from the increased minimum annual limits under these interim final regulations.  The proposed annual limit levels ensure that the vast majority of individuals who may experience high medical costs during the year will continue to have access to coverage.  


These interim final regulations provide the following minimum amounts for annual limits on the dollar value of benefits that are essential health benefits for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan (or policy) may only take into account essential health benefits.  


These interim final regulations provide an enrollment (in the individual market,  reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  This opportunity must be made available no later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  See discussion of transitional rules in Section II.G. of this preamble. 


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


C.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or Title XXVII of the PHS Act (civil money penalties of $100 per day per individual for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.XXX)



Section 2719A(a) of the PHS Act and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In accordance with section 2590.715(e) of these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  



The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the notice requirements of paragraph (e) of these interim final regulations.  The plan's general terms regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.


The statute and these interim final regulations provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider. 



The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer o f treatment decisions.


Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


E.  Individual Market and Non-Federal Governmental Plan Reforms 


1.  References to the Public Health Service Act



Conforming changes are made throughout Parts 144 and 146 to reflect changes made by the Patient Protection and Affordable Care Act (Affordable Care Act), which renumbered certain sections of title XXVII of the Public Health Service Act (PHS Act).


2.  Definitions (45 CFR 144.103)



The definition of “policy year” is added and it is defined as the 12-month period that is designated in the policy documents of individual health insurance coverage.  If the policy document does not designate a policy year (or no such document exists), then the policy year is the deductible or limit year used under the coverage.  If deductibles or other limits are not imposed on a yearly basis, the policy year is the calendar year.  The Affordable Care Act uses the term “plan year” in referring to the period of coverage in both the individual and group health insurance markets.  The term “plan year,” however, is generally recognized as having only relevance in the group health insurance market.  Accordingly, these interim final regulations substitute the term “policy year” for “plan year” in defining the period of coverage in the individual health insurance market. 



These interim final regulations revise the definition of “preexisting condition exclusion” to clarify that the denial of an application for coverage because of a preexisting condition in the individual health insurance market is a preexisting condition exclusion.  This definition at 45 CFR 144.103 is cross-referenced in both 45 CFR 146.111(a)(1) and 45 CFR 147.2704, and it applies in both the group and individual health insurance markets, and also to entities that provide coverage to Federally eligible individuals pursuant to 45 CFR Part 148.



3.  Treatment of Non-Federal Governmental Plans (45 CFR 146.180)



 As noted, the Affordable Care Act made numerous changes to Title XXVII of the PHS Act, including to former section 2721(b)(2), which permitted the sponsor of a self-funded non-Federal governmental plan, as defined in 45 CFR 144.103, to elect to exempt the plan from certain requirements of Title XXVII of the PHS Act.
  Section 1001(4) of the Affordable Care Act re-designated section 2721 as section 2735.  Affordable Care Act section 1562(a)(2) amended section 2735 by adding a new subparagraph (a)(2)(E), which prohibits a sponsor of a self-funded non-Federal governmental plan from electing to exempt the plan from Subparts I and II in Part A of the revised Title XXVII.   Affordable Care Act section 1562(c)(12) then amended section 2735, including re-designating subsection (b)(2) as subsection (a)(2), and then by redesignating section 2735 as section 2722.



Subpart I (“General Reform”) contains the substance of the provisions of the original Subpart 1 of Part A of title XXVII of the PHS Act, including limitations on preexisting condition exclusion periods, requirements for special enrollment, and prohibitions against discriminating against individual participants and beneficiaries based on health status or genetic information.  Therefore, as a result of section 2722(a)(2)(E), self-funded non-Federal governmental plans cannot opt out of (elect to be exempted from) the foregoing provisions, which are now in Subpart I, starting with plan years beginning on or after September 23, 2010.



However, while section 2722(a)(2)(E) precludes an opt-out election with respect to the new subparts I and II of Part A, an opt-out election is still permitted with respect to the provisions in Subpart 2 of Part A.  Affordable Care Act section 1001(2) re-designated sections 2704 through 2707 (which formerly set forth the provisions relating to the Newborns’ and Mothers’ Health Protection Act of 1996, the Mental Health Parity Act of 1996 (as amended by the Mental Health Parity and Addiction Equity Act of 2008), the Women’s Health and Cancer Rights Act of 1998, and Michelle’s Law (2008)) as new sections 2725 through 2728, respectively, which are contained in a revised Subpart 2,  “Exclusion of Plans; Enforcement; Preemption.”
  A sponsor of a self-funded non-Federal governmental plan may continue to elect to exempt its plan from the requirements of Subpart 2 (which is separate from Subpart II) of Part A of Title XXVII since the prohibition in section 2722(a)(2)(E) does not reference Subpart 2.



Affordable Care Act section 1004(a) provides that the amendments made by section 1001 are “effective for plan years beginning on or after the date that is 6 months after the date of enactment of this Act[.]”  The Affordable Care Act was enacted on March 23, 2010.  Therefore, the amendments made by section 1001, as further amended by subsections (a) and (c)(12) of section 1562, are effective for plan years beginning on or after September 23, 2010.  



The Affordable Care Act makes no exception for plan years that are governed by a previously ratified collective bargaining agreement under which the plan sponsor has elected to exempt the self-funded non-Federal governmental plan from one or more requirements of Subpart 1 (as it was designated prior to enactment of the Affordable Care Act).  Section 1251 of the Affordable Care Act has special rules for "grandfathered" plans, including an exception in subsection (d) for collectively bargained plans.  However, the exception only applies for "health insurance coverage maintained pursuant to one or more collective bargaining agreements between employee representatives and one or more employers that was ratified before the date of enactment of this Act."  (Emphasis added.)   New section 2722(a)(2)(B)(ii) of the PHS Act, however, indicates that an opt-out election made by a group health plan maintained pursuant to a collective bargaining agreement remains in effect “for the term of such agreement.”  Since this provision was not amended by the Affordable Care Act, we view that it takes precedence over the provisions of section 1251(d).  Accordingly, the interim final regulations state that a group health plan that is maintained pursuant to a collective bargaining agreement that was ratified before March 23, 2010 and that has been exempted from any provision in the former Subpart 1 will not have to come into compliance with those provisions until beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  



Non-federal governmental plans not maintained pursuant to a collective bargaining agreement will not be permitted to elect to opt-out of the provisions in the former Subpart 1 for plan years beginning on or after September 23, 2010.  Although section 1251(b) of the Affordable Care Act provides grandfathering protection for plans that existed before March 23, 2010, opt-out elections initially submitted or renewed on or after the amendment effective date of March 23, 2010 for any provision in the former Subpart 1 are not subject to that protection.



In addition to revisions that reflect changes made by the Affordable Care Act, section 146.180 is further revised to make certain changes that are unrelated to the Affordable Care Act, such as adding the requirements of Michelle’s law to the list of title XXVII requirements set forth at section 146.180(a)(1) from which self-funded non-Federal governmental plans may be exempted, updating the address to which an opt-out election should be submitted, updating an example to reflect more recent dates, and removing outdated text.



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Grandfathered health plans are exempt from many of these provisions while group health plans and group and individual health insurance coverage that are not grandfathered health plans must comply with them.  The determination of whether a plan or health insurance coverage is a grandfathered health plan therefore could substantially affect the design of the plan or health insurance coverage. 



The six-month period between the enactment of the Affordable Care Act and the applicability of many of the provisions affected by grandfather status would not allow sufficient time for the Departments to draft and publish proposed regulations, receive and consider comments, and draft and publish final regulations.  Moreover, regulations are needed well in advance of the effective date of the requirements of the Affordable Care Act.  Many group health plans and health insurance coverage that are not grandfathered health plans must make significant changes in their provisions to comply with the requirements of the Affordable Care Act.  Moreover, plans and issuers considering other modifications to their terms need to know whether those modifications will affect their status as grandfathered health plans. Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV.  Economic Impact and Paperwork Burden


V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.



List of Subjects



26 CFR Part 54



Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.


29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.



45 CFR Part 147


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan”, as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Section 9005 of the Affordable Care Act specifically limits the annual amount of salary reduction contributions for health flexible spending arrangements.  



� Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.



� See the Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�.



� This is referred to here as the “opt-out provision.”



� The Affordable Care Act created Subparts I and II of Part A, but did not remove Subpart 2.  Therefore, Subpart II (Roman numeral) and Subpart 2 (Arabic numeral) are separate, coexisting subparts.







�Can we get rid of this whole paragraph?  Cross reference the discussion in the economic analysis that goes over these same statistics?







If not, use cite for the 1st sentence from economic analysis cite to Mercer survey (FN 31 in old draft)
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Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR HEALTH INSURANCE PORTABILITY AND RENEWABILITY FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4.  Section 2590.715-2714 is amended by revising paragraph (d) to read as follows:


(d) Uniformity irrespective of age.—(1) In general.  Subject to paragraph (d)(2) of this section, the terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(2) Preexisting condition exclusions for children age 19 and older before 2014.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or health insurance coverage may impose a preexisting condition exclusion (consistent with the rules of section 2590.701-3 of this Part) on children who are age 19 or older even though this is prohibited with respect to children under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  


5. Section 2590.715-2704 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) In general.  (1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  (The denial of an application for coverage based on a preexisting condition exclusion also violates PHS Act section 2702 (guaranteed availability of coverage) and PHS Act section 2705 (prohibition against discrimination based on health status) for policy years beginning on or after January 1, 2014.)



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13 year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13 year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13 year-old child.


6. Section 2590.715-2711 is added to Subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(e) Transitional rules for individuals whose coverage ended by reason of reaching a lifetime limit.  



(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual the availability of dependent coverage of children ended before the attainment of age 26 (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for coverage under a group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Opportunity to enroll required. (i) If a group health plan, or group health insurance coverage, in which an individual described in paragraph (e)(1) of this section is eligible to enroll (or is required to become eligible to enroll) is the plan or coverage in which the individual’s coverage ended (or did not begin) for the reasons described in paragraph (e)(1)(i) of this section, and if the plan, or the issuer of such coverage, is subject to the requirements of  this section, the plan and the issuer are required to give the child an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  This opportunity (including the written notice) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The written notice must include a statement that any individual whose coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits is eligible to enroll in the plan or coverage.  The notice may be provided to an employee on behalf of the employee’s dependent.  In addition, the notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  If a notice satisfying the requirements of this paragraph (e)(2) is provided to an employee whose dependent is entitled to an enrollment opportunity under this paragraph (e), the obligation to provide the notice of enrollment opportunity under this paragraph (e)(2) with respect to that dependent is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of cessation of dependent status.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For the 2010 plan year, the plan allows children of employees to be covered under the plan until age 19, or until age 23 for children who are full-time students.  Individual B, an employee of Y, and Individual C, B’s child and a full-time student, were enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, C turns 23 years old and loses dependent coverage under Y’s plan.  On or before January 1, 2011, Y’s group health plan gives B written notice that individuals who lost coverage by reason of ceasing to be a dependent before attainment of age 26 are eligible to enroll in the plan, and that individuals may request enrollment for such children through February 14, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (f) by providing an enrollment opportunity to C that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan allows children of employees to be covered under the plan until age 22.  Individual D, an employee of Z, and Individual E, D’s child, are enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E turns 22 years old and ceases to be eligible as a dependent under Z’s plan and loses coverage.  D drops coverage but remains an employee of Z.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4. (i) Facts.  Same facts as Example 2, except that E elected COBRA continuation coverage.  



(ii) Conclusion.  In this Example 4, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll other than as a COBRA qualified beneficiary (and must provide, by that date, written notice of the opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 5. (i) Facts.  Employer X maintains a group health plan with a calendar year plan year.  Prior to 2011, the plan allows children of employees to be covered under the plan until the child attains age 22.  During the 2009 plan year, an individual with a 22-year old child joins the plan; the child is denied coverage because the child is 22.  



(ii) Conclusion.  In this Example 5, notwithstanding that the child was not previously covered under the plan, the plan must provide the child, not later than January 1, 2011, an opportunity to enroll (including written notice to the employee of an opportunity to enroll the child) that continues for at least 30 days, with enrollment effective not later than January 1, 2011.


 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


7. Section 2590.715-2712 is added to Subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.


(3)  The rules of this paragraph (a) are illustrated by the following example:




Example. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.


The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A was treated for acne six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s prior treatment for acne, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example, the plan cannot rescind A’s coverage because A’s failure to disclose the prior treatment for acne was not fraudulent or an intentional misrepresentation of material fact.  



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


8. Section 2590.715-2716 is added to Subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code that apply to self-insured medical reimbursement plans (prohibiting discrimination in favor of highly compensated individuals as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


9. Section 2590.715-2719A is added to Subpart C to read as follows:


§ 2590.715-2719A Patient protections.



(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (e) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:



Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any participating primary care provider who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (e) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer.  In such a case, the plan or issuer must comply with the rules of paragraph (e) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.




(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:



Example 1. (i) Facts.  An HMO designates for each enrollee a physician who specializes in internal medicine to serve as the primary care provider for the enrollee and the enrollee’s family.   Enrollee A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (c).   



Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe peanut allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (c) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.




(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider described in paragraph (a)(3)(i)(B) of this section) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph if the plan or issuer—




(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—




(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).



Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for a scheduled cesarean section.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for a scheduled cesarean section does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to services for treatments, it does not restrict access to any providers specializing in obstetrics or gynecology.




(4) Notice of right to designate a primary care provider.  (i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –



(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 



(B) Under paragraph (a)(2)(i) of this section, that any participating physician who specializes in pediatrics as the child’s primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; and



(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.




(ii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:



 [insert Jim HW assignment]



(b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, [offers or] provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 



(i)  Without the need for any prior authorization determination, even if the services are provided on an out-of-network basis;



(ii)  Without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services;



(iii)  If the services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 




(iv)  If the services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –



(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code; or 



(C)  Applicable cost sharing.



(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to the participant, beneficiary, or enrollee if the services were provided in-network.  A group health plan or health insurance issuer satisfies this requirement with respect to an emergency service if it provides benefits in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section. 



(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar arrangement), the amount under this paragraph (b)(3)(i)(A) is zero.


(B) The amount for the emergency service calculated using the same method the plan uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 



(C) The amount paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.



(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits
.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to services in an emergency department of a hospital.



Example 1. (i) Facts. A group health plan imposes a 25 percent coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual provides notice to the plan within two business days after the day an individual receives screening or treatment in an emergency department, the plan reduces the coinsurance rate to 15 percent. 



(ii) Conclusion.  In this Example 1, the requirement to provide notice in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required notice before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.








Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it receive notification rather than grant authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts. Same facts as Example 2, except that the plan also waives the copayment where emergency services are not preauthorized if it later determines that the medical condition was an emergency medical condition as defined in this section. 



(ii) Conclusion.  In this Example 3, the plan does not violate the requirement because the plan does not impose the copayment if the individual has an emergency medical condition.  Thus, there is no prior authorization requirement in order to receive coverage for an emergency medical condition.



Example 4. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers there are five amounts: $85, $100, $110, $120, and $150.  Under the agreement, the plan agrees to pay the providers 80 percent of the agreed amount, with the individual receiving the service responsible for the remaining 20 percent.



(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $110 ($88).



Example 5. (i) Facts.  Same facts as Example  4.  Subsequently, the plan adds a provider to its network and agrees to pay the provider 80 percent of $170 for the emergency service, with the individual responsible for the remaining 20 percent.  


(ii) Conclusion.  In this Example 5, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount among $85, $100, $110, $120, $150, and $170, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80 percent of $115 ($92).  


Example 6. (i) Facts.  Same facts as Example 5.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50 percent of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, would be $80.  


(ii) Conclusion.  In this Example 6, the plan is responsible for paying $92.80, 80 percent of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80 percent of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20 percent coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider


.


Example 7. (i) Facts. Same facts as Example 6.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible (covered in-network claims are credited against the deductible).  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.



(ii) Conclusion.  In this Example 7, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided by out-of-network.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions, and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.




(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


























































































(c) Applicability date.  The provisions of this section apply for plan years



(in the individual market, policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.






10. Section 146.180 is amended as follows:



A. Revising paragraph (a)(1).



B. Adding a new paragraph (a)(2).



C. Renumbering paragraphs (a)(2), (a)(3) and (a)(4) as (a)(3), (a)(4) and (a)(5), respectively.



D. Replacing “2706” with “2727” each place it appears in paragraph (a)(1)(i)(F) and in Example 1 of paragraph (a)(3) (previously designated as (a)(2)).



E. Making a conforming change to paragraph (a)(4)(i) (previously designated as (a)(3)(i)).



F. Updating paragraph (c) to reflect the current address to which exemption elections may be mailed and providing a facsimile number to which elections may be faxed as an alternative to mailing elections.



G. Removing the outdated parenthetical reference to § 146.125(a)(2) in paragraph (f)(2)(ii).



H. Making a conforming change to paragraph (f)(3)(i).



I. Adding a conforming sentence at the end of Example 1 in paragraph (h)(4)(i).



J. Updating Example 4 in paragraph (i)(2)(iv).



The revisions read as follows:



§ 146.180  Treatment of non-Federal governmental plans.



(a)  Requirements subject to exemption—(1) Non-collectively bargained plans.    (i) Plan years commencing before September 23, 2010.  A sponsor of a non-Federal governmental plan may elect to exempt its plan, to the extent that the plan is not provided through health insurance coverage, (that is, it is self-funded), for plan years commencing before September 23, 2010, from any or all of the following requirements:




(A)  Limitations on preexisting condition exclusion periods described in § 146.111.




(B)  Special enrollment periods for individuals and dependents described in § 146.117.




(C) Prohibitions against discriminating against individual participants and beneficiaries based on health status described in § 146.121, except that the sponsor of a self-funded non-Federal governmental plan cannot elect to exempt its plan from requirements in § 146.121(a)(1)(vi) and § 146.122 that prohibit discrimination with respect to genetic information.




(D)  Standards relating to benefits for mothers and newborns described in § 146.130.




(E)  Parity in the application of certain limits to mental health benefits described in § 146.136.




(F)  Required coverage for reconstructive surgery and certain other services following a mastectomy under section 2727 of the PHS Act.




(G)  Coverage of dependent students on a medically necessary leave of absence under section 2728 of the PHS Act.




(ii)  Plan years beginning on or after September 23, 2010.  (i)  A sponsor of a self-funded non-Federal governmental plan may elect to exempt its plan for plan years beginning on or after September 23, 2010, only from any or all of the requirements described in paragraph (a)(1)(i)(D), (E), (F) or (G).  With respect to those plan years, the notices required by paragraph (f) of this section must reflect the limitations set forth in this paragraph (a)(1)(ii).




(iii) Example 1.  A non-Federal governmental employer has elected to exempt its self-funded group health plan from all of the requirements described in paragraph (a)(1)(i).  The plan year commences September 1 each year.  The plan is not subject to the limitations of paragraph (a)(1)(ii) until the plan year that commences on September 1, 2011.  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(iv) Example 2.  Same facts as in Example 1, except the plan year commences October 1 each year.  The plan is subject to the limitations of paragraph (a)(1)(ii) beginning with the plan year that commences on October 1, 2010.   Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(2) Collectively bargained plans.  (i) Special rule.  Without regard to paragraph (b)(2) of this section, a group health plan that is governed by a collective bargaining agreement that was ratified before March 23, 2010, is subject to the limitations set forth in paragraph (a)(1)(ii) beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  The notices required by paragraph (f) of this section, with respect to the first plan year subject to the limitations of paragraph (a)(1)(ii), must reflect those limitations.




(ii)  Example.  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from all of the requirements described in paragraph (a)(1)(i) of this section.  The collective bargaining agreement applies to five plan years, October 1, 2007 through September 30, 2012.  For the plan year that commences on October 1, 2012, the plan sponsor is no longer permitted to elect to exempt its plan from the requirements described in paragraph (a)(1)(i)(A), (B) and (C).  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).



(3)  Limitations.  *   *   * 



(A)  Example 1.  A plan is subject to requirements of section 2727 of the PHS Act, under which a plan that covers medical and surgical benefits with respect to a mastectomy must cover reconstructive surgery and certain other services following a mastectomy.  An enrollee who has had a mastectomy receives reconstructive surgery on August 24.  Claims with respect to the surgery are submitted to and processed by the plan in September.  The group health plan commences a new plan year each September 1.  Effective September 1, the plan sponsor elects to exempt its plan from section 2727 of the PHS Act.  The plan cannot, on the basis of its exemption election, decline to pay for the claims incurred on August 24. 



*   *   *



     (4) Stop-loss or excess risk coverage.  For purposes of this section—(i) Subject to paragraph (a)(4)(ii),  *   *   *



     (5) Construction.  *   *   *



  *  *  *  * *



(c)  Mailing address.  The plan sponsor should mail the election to:  Centers for Medicare & Medicaid Services, Medicare Enrollment and Appeals Group, CPC, ATTN:  HIPAA Opt-Out, 7500 Security Boulevard,  C2-12-16, Baltimore, MD 21244-1850.  Alternatively, the plan sponsor may fax the exemption election to 410-786-8001.



    *  *  *  *  * 



    (f)  *   *   *



    (2)  *   *   *



    (ii)  In the case of a collectively bargained plan, with regard to the initial plan year to which an election under this section applies, *   *   *



(3)  *   *   *  



(i)  The specific requirements described in paragraphs (a)(1) or (a)(2) of this section, as applicable, from which the plan sponsor is electing to exempt the plan, and a statement that, in general, Federal law imposes these requirements upon group health plans.



*           *           *           *           *



(h)  *   *   *



(4) *   *   *



(i)  Example 1.  (A) *   *   *



(B) *   *   *  However, regarding plan years that begin on or after September 23, 2010, the plan sponsor no longer can elect to exempt its plan from prohibitions against enrollment discrimination based on health status-related factors. 



*   *   *



(i)  *   *   *



(2)  *   *   *



(iv)  Example 4:  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from the requirements of paragraph (a)(1)(i)(E) of this section.  The collective bargaining agreement applies to five plan years, 2007 through 2011.  For the first three plan years, enrollees are notified annually and at the time of enrollment of the election under this section.  The notice specifies that the election applies to the period January 1, 2007 through December 31, 2011.  Prior to the dissemination of the annual notice for the 2010 plan year, the individual responsible for disseminating the notice terminates employment.  His replacement, who is unaware of the requirement that plan enrollees be notified annually, continues to notify new enrollees at the time of enrollment but fails to disseminate the annual notice.  CMS does not consider that failure to be a substantial failure because enrollees previously had actual notice that the election under this section applies for the period January 1, 2007 through December 31, 2011.  Accordingly, CMS would not invalidate the election for the 2010 plan year. 



�Need to revise – these are from 2714.



�Preamble: if a plan has no network of providers, 2719A does not apply.



�Note for preamble: need to describe where these rates are available to the public.



�Notes for preamble on deductibles and OOP max: states can always be more strict, plans can always be more generous.
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two options presented at the Deputies Meeting today with 
some examples to illustrate option 1.  With the caveat that these are my 
thoughts after one hour, I think this should at least get the conversation 
started so that we can finalize a decision.  Please circulate to anyone 
that I may have inadvertently left off the list.

 

Happy to answer questions.  

 

Dara A. 
Corrigan        
       
Director of Policy 
Analysis
Office of Health Reform
(202) 401-8401 
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Option 1:  Modification to the Grandfather Rule


Summary of the Rule:  As currently structured, the grandfather regulation lists those changes that would cause cessation of grandfather status.  The proposal would be to add a provision that would reference section 2711 and the elimination of lifetime limits.  The new provision in the grandfather regulation would state that if a group health plan, with a lifetime limit and no annual limits, replaced the lifetime limit with an annual limit that was less than the dollar amount of the lifetime limit, it would cease to be a grandfathered plan.  For group plans with both lifetime and annual limits, the group plan would cease to be a grandfathered plan if it lowered its annual limit.  For group plans with annual limits only, the plan would lose grandfather status if it lowered the annual limit.  This rule assumes that the current definition of restricted annual limits in the omnibus regulation remains the same, with a three tier gradual increase (750,000 for 2011, 1.25 million for 2012, and 2 million for 2013)


Examples:



1.  Group health plan in existence on March 23, 2010 has a lifetime limit of $1 million.  Plan can replace the $1 million lifetime limit with an annual limit of $1 million.  



a.  In 2011, if the plan lowers the annual limit to $750,000, it would cease to be a grandfathered plan.  



b.  In 2012, the group health plan would have a legal obligation to raise the annual limit to $1.25 million.


2.  Group health plan in existence on March 23, 2010 has a lifetime limit of $500,000 and an annual limit of $200,000.  Group health plan must raise annual limit to $750,000 for plan year beginning on or after September 13, 2010 but before September 23, 20111.  



3.  Group health plan in existence on March 23, 2010 has an annual limit of $50,000.  Group health plan must raise annual limit to $750,000 for plan year beginning on or after September 13, 2010 but before September 23, 2011.    



Potential Issues:



1.  The restricted annual limits only apply to essential benefits.  A plan or policy can have low annual limits for non-essential benefits.  To the extent that a grandfathered group health plan has lifetime and/or annual limits that include essential and non-essential benefits, we will need to figure out how to reconcile.


Option 2:  Modification to the Restricted Annual Limits Provision


Summary of the Rule:  We would keep the same three tier structure described above, but we would modify the definition of restricted annual limits.  Under the new definition, all group health plans and health insurance issuers may establish the three tier structure for annual limits with the following exceptions:



--grandfathered group plans that eliminate lifetime limits cannot replace the lifetime limits with annual limits



--grandfathered group plans with annual limits higher than the three tier structure cannot lower their annual limits
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Hi all, I am relaying a clarification for the annual limits
policy that Mark Childress is presenting tomorrow. Paper attached.




 




As you may know, the question is whether we could be “nicer”
with our policy. This would entail a “hold harmless” meaning that
if a grandfathered plan had an annual limit that was more generous than the
$750K etc tiers, it could not become more restrictive by moving to the $750K,
$1.25m, $2m levels. This also means that a plan that had a lifetime limit but
no annual limit couldn’t impose an annual limit.




 




For a brand new plan, there is no baseline annual limit, so
they could go to the $750K etc tiers.




 




The question arises with a non-grandfathered plan, which did
have a baseline annual limit, but is now kind of like a new plan. How would
they get treated? How could they get treated? I think ideally they would still
be viewed as an existing plan that had a baseline annual limit so it couldn’t
become less generous and move to $750K, (thereby keeping the spirit of Mark’s
“hold harmless” theme) but wanted to ask the experts what is
actually possible with all of this.




 




Thanks.




Meena




 




Meena Seshamani, MD, PhD




Deputy Director




Office of Health Reform




Dept of Health and Human Services




202.205.6466 (o)




202.834.1025 (m)
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Change in Option on Defining Restricted Annual Limits


Section 1001 of the Patient Protection and Affordable Care Act (the Act) and Section 2711 of the Public Health Service Act (PHS) provide that a group health plan and health insurance issuers offering group or individual health insurance prior to 2014 must eliminate lifetime limits, but may impose a restricted annual limit on essential health benefits.  The Secretary must define a restricted annual limit that ensures that access to needed services is available with a minimal impact on premiums.



Current State of the Market



Currently, 63 percent of large employer plans, 52 percent of small employer plans and 89 percent of individual market plans have lifetime limits.  Approximately 4 percent of large employer plans, 8 percent of small employer PPO plans and 19 percent of individual market plans currently have annual limits, though very limited data exists here. 


Policy Considerations


After our last WH Deputies meeting on this topic, a policy was determined that would:



1. Eliminate lifetime limits



2. Impose graded annual limits of $750,000 in 2011, $1.25 million in 2012, and $2 million in 2013 (and then no annual limit in 2014)



3. Allow plans that do not have an annual limit or have an annual limit higher than the restricted level to come to that level. This is pertinent for plans that had a lifetime limit but no annual limit, to allow them to change over to potentially mitigate premium increases.



HHS is concerned that #3 could be perceived as worsening consumer protections for people who previously did not have an annual limit, or had a less restrictive one.  We recommend for the group to consider that we do not allow plans with annual limits currently above the restricted amount (ie, either a higher dollar value or no annual limit) to come to the restricted annual limit amount.


It is believed that such an approach would have a minimal impact on premiums, as presented below, while providing considerable consumer protections.



As only a small percent of plans currently have annual limits and very limited data exists on annual limits, the estimates below should be carefully considered and evaluated.  These estimates also assume that no other compensatory changes would be made to mitigate premium increases, and therefore represent the high end of the range given the available data. 


Estimates


(Please note that limited data exists on annual limits. However, for lifetime limits, there is sufficient data both in terms of prevalence of lifetime limits in the insurance markets, and in terms of incidence of people passing lifetime limit thresholds in terms of their spending.)


1.  Elimination of Lifetime Limits


· If we assume that plans or policies with lifetime limits will not impose new restricted annual limits, the impact on premiums overall is estimated to be under 1 percent for both individual and small group markets.


Table 1: Large Group Effects


			Current Limit


			Prevalence among Plans


			% Premium Change by Eliminating Limit





			Unlimited


			37%


			0.00%





			Under 1,000,000


			1%


			0.02%





			1,000,000-1,999,999


			18%


			0.20%





			2,000,000 +


			45%


			0.22%





			Average across market


			


			0.14%








Table 2: Small Group Effects



			Current Limit


			Prevalence among Plans


			% Premium Change by Eliminating Limit 





			Unlimited


			48%


			0.00%





			Under 1,000,000


			1%


			0.02%





			1,000,000-1,999,999


			12%


			0.13%





			2,000,000 +


			39%


			0.19%





			Average across market


			


			0.09%








Table 3: Individual Market Effects



			Current Limit


			Prevalence among Plans


			% Premium Change by Eliminating Limit





			Unlimited


			11%


			0.00%





			Under 1,000,000


			2%


			0.03%





			1,000,000-1,999,999


			1%


			0.01%





			2,000,000 +


			86%


			0.43%





			Average across market


			


			0.37%








Data Sources: KFF/HRET Employer Health Benefits Survey; AHIP Individual Market Survey; Medical Expenditure Panel Survey-Household Component calibrated to National Health Account levels for 2010 with additional data on high-cost claims from the Society of Actuaries.


· As a separate external estimate, PricewaterhouseCoopers calculated that increasing lifetime limits from $1 million to $5 million would increase average premiums by $3 per month for single coverage and $8 for family coverage.



2.  Imposing Restricted Annual Limits


The results below summarize the premium analyses that led to the staged approach to restricted annual limits.



· Table 1 summarizes available data on the prevalence of different annual limits in the various insurance markets.



· Table 2 describes the premium impact for a particular plan moving from baseline annual limits to the new restricted annual limit. For example, if a plan with an annual limit of $250K increased the annual limit to $500k, the estimated premium impact would be 3.7%.  These impacts are specific to the plans affected by the provision (those currently with annual limits).


· Table 3 looks at the estimated number/percentage of people whose medical expenditures exceed the various thresholds noted above.


· Table 4 provides the cumulative impact of moving to higher annual limits, phased over 3 years. This incorporates the prevalence of the various annual limits in the different markets.


Table 1: Prevalence of Annual Limits by Market


			


			


			


			





			 


			Large


			Small


			Individual





			Under 250,000


			0.01%


			0.43%


			0.39%





			250k - 499,999


			0.04%


			1.29%


			1.17%





			500k - 999,999


			0.06%


			1.71%


			1.56%





			1 mil -1,999,999


			2.28%


			5.47%


			12.00%





			2,000,000 +


			5.77%


			5.47%


			3.84%





			Total


			8.17%


			14.36%


			18.98%





			


			


			


			








Table 2: Estimated impact for a plan moving to a new annual limit


			


			


			


			


			


			





			Current limit


			New Limit





			 


			$500k


			$750k


			$1 million


			$1.5 million


			$2 million





			$250k


			3.71%


			5.12%


			6.11%


			7.00%


			7.63%





			$500k


			


			1.35%


			2.31%


			3.17%


			3.77%





			$750k


			


			


			0.95%


			1.79%


			2.39%





			$1 million


			


			


			


			0.83%


			1.43%





			$1.5 million


			 


			 


			 


			 


			0.59%





			


			


			


			


			








Table 3: Population that would exceed the annual limit



			threshold


			percent of insured population who would exceed





			 


			 





			 


			 





			$500,000 


			0.063%





			$750,000 


			0.043%





			$1,000,000 


			0.033%





			$1,500,000 


			0.026%





			$2,000,000 


			0.019%





			








Table 4: Cumulative increase averaged across the markets for the 3 years



			 


			 


			500k


			750k


			$1 million


			$1.5 million


			$2 million





			Large


			Year1


			0.00%


			0.00%


			0.00%


			0.01%


			0.02%





			


			Year2


			0.00%


			0.00%


			0.00%


			0.02%


			0.03%





			


			Year3+


			0.00%


			0.00%


			0.00%


			0.02%


			0.04%





			 


			


			


			


			


			


			 





			Small


			Year1


			0.01%


			0.02%


			0.03%


			0.07%


			0.09%





			


			Year2


			0.01%


			0.03%


			0.06%


			0.11%


			0.16%





			


			Year3+


			0.02%


			0.04%


			0.07%


			0.15%


			0.20%





			 


			


			


			


			


			


			 





			Individual


			Year1


			0.01%


			0.02%


			0.03%


			0.09%


			0.13%





			


			Year2


			0.01%


			0.03%


			0.05%


			0.15%


			0.22%





			


			Year3+


			0.01%


			0.04%


			0.07%


			0.19%


			0.28%
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Let's meet at 930am tomorrow and we will take an early lunch break from

1130-1230 for DOL's clearance briefing.



We'll start with 2719A.  I am attaching a draft omnibus reg text and

draft joint preamble for the "package of 6" (2704, 2711, 2712, 2716,

2719A, and 2722).  Amy will do some work and circulate some language

(later tonight) on the decisions that the principals have made on 2719A.



We are also expecting OMB passback on 1251 sometime tomorrow morning, so

we may need to adjust the schedule to start addressing those comments.









Pkg of 6 Reg Text 6.3.10 1030am.doc

Pkg of 6 Reg Text 6.3.10 1030am.doc

Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR HEALTH INSURANCE PORTABILITY AND RENEWABILITY FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 continues to read as follows:



Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.



*
*
*
*
*



4.  Section 2590.715-2714 is amended by revising paragraph (d) to read as follows:


(d) Uniformity irrespective of age.—(1) In general.  Subject to paragraph (d)(2) of this section, the terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(2) Preexisting condition exclusions for children age 19 and older before 2014.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or health insurance coverage may impose a preexisting condition exclusion (consistent with the rules of section 2590.701-3 of this Part) on children who are age 19 or older even though this is prohibited with respect to children under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  


5. Section 2590.715-2704 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) In general.  (1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  



 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  (The denial of an application for coverage based on a preexisting condition exclusion also violates PHS Act section 2702 (guaranteed availability of coverage) and PHS Act section 2705 (prohibition against discrimination based on health status) for policy years beginning on or after January 1, 2014.)



(b) Applicability—(1) General applicability date. Except as provided in paragraph



(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  



(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13 year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13 year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13 year-old child.


6. Section 2590.715-2711 is added to Subpart C to read as follows:


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).




(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  



(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 



(e) Transitional rules for individuals whose coverage ended by reason of reaching a lifetime limit.  



(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—



(i) Whose coverage ended under a group health plan or group health insurance coverage by reason of reaching a lifetime limit on the dollar value of all benefits for any individual the availability of dependent coverage of children ended before the attainment of age 26 (which, under this section, is no longer permissible); and 



(ii) Who becomes eligible (or is required to become eligible) for coverage under a group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  



(2) Opportunity to enroll required. (i) If a group health plan, or group health insurance coverage, in which an individual described in paragraph (e)(1) of this section is eligible to enroll (or is required to become eligible to enroll) is the plan or coverage in which the individual’s coverage ended (or did not begin) for the reasons described in paragraph (e)(1)(i) of this section, and if the plan, or the issuer of such coverage, is subject to the requirements of  this section, the plan and the issuer are required to give the child an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  This opportunity (including the written notice) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.



(ii)  The written notice must include a statement that any individual whose coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits is eligible to enroll in the plan or coverage.  The notice may be provided to an employee on behalf of the employee’s dependent.  In addition, the notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  If a notice satisfying the requirements of this paragraph (e)(2) is provided to an employee whose dependent is entitled to an enrollment opportunity under this paragraph (e), the obligation to provide the notice of enrollment opportunity under this paragraph (e)(2) with respect to that dependent is satisfied for both the plan and the issuer.



(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 



(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of cessation of dependent status.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.



(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:



Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For the 2010 plan year, the plan allows children of employees to be covered under the plan until age 19, or until age 23 for children who are full-time students.  Individual B, an employee of Y, and Individual C, B’s child and a full-time student, were enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, C turns 23 years old and loses dependent coverage under Y’s plan.  On or before January 1, 2011, Y’s group health plan gives B written notice that individuals who lost coverage by reason of ceasing to be a dependent before attainment of age 26 are eligible to enroll in the plan, and that individuals may request enrollment for such children through February 14, 2011 with enrollment effective retroactively to January 1, 2011.  



(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (f) by providing an enrollment opportunity to C that lasts at least 30 days. 



Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan allows children of employees to be covered under the plan until age 22.  Individual D, an employee of Z, and Individual E, D’s child, are enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E turns 22 years old and ceases to be eligible as a dependent under Z’s plan and loses coverage.  D drops coverage but remains an employee of Z.  



(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 3. (i) Facts.  Same facts as Example 2, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.



(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 4. (i) Facts.  Same facts as Example 2, except that E elected COBRA continuation coverage.  



(ii) Conclusion.  In this Example 4, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll other than as a COBRA qualified beneficiary (and must provide, by that date, written notice of the opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 5. (i) Facts.  Employer X maintains a group health plan with a calendar year plan year.  Prior to 2011, the plan allows children of employees to be covered under the plan until the child attains age 22.  During the 2009 plan year, an individual with a 22-year old child joins the plan; the child is denied coverage because the child is 22.  



(ii) Conclusion.  In this Example 5, notwithstanding that the child was not previously covered under the plan, the plan must provide the child, not later than January 1, 2011, an opportunity to enroll (including written notice to the employee of an opportunity to enroll the child) that continues for at least 30 days, with enrollment effective not later than January 1, 2011.


 (f) Applicability date.  The provisions of this section apply for plan years (in


the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


7. Section 2590.715-2712 is added to Subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.


(3)  The rules of this paragraph (a) are illustrated by the following example:




Example. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.


The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A was treated for acne six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s prior treatment for acne, which was not disclosed in the questionnaire.



(ii) Conclusion.  In this Example, the plan cannot rescind A’s coverage because A’s failure to disclose the prior treatment for acne was not fraudulent or an intentional misrepresentation of material fact.  



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.



8. Section 2590.715-2716 is added to Subpart C to read as follows:


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code that apply to self-insured medical reimbursement plans (prohibiting discrimination in favor of highly compensated individuals as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.


6. Section 2590.715-2719A is added to Subpart C to read as follows:


(a) Choice of Health Care Professional.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer shall permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept such individual.



(b) Coverage of Emergency Services.—(1) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance issuer, provides or covers any benefits with respect to services in an emergency department of a hospital, the plan or issuer shall cover emergency services (as defined in paragraph (2)(ii))—



(i) without the need for any prior authorization determination;



(ii) whether the health care provider furnishing such services is a participating provider with respect to such services;



(iii) in a manner so that, if such services are provided to a participant, beneficiary, or enrollee—



(A) by a nonparticipating health care provider with or without prior authorization; or 



(B)(1) such services will be provided without imposing any requirement under the plan



for prior authorization of services or any limitation on coverage where the provider of services does not have a contractual relationship with the plan for the providing of services that is more restrictive than the requirements or limitations that apply to emergency department services received from providers who do have such a contractual relationship with the plan; and



(2) if such services are provided out-of-network, the cost-sharing requirement (expressed



as a copayment amount or coinsurance rate) is the same requirement that would apply if such services were provided in-network; 




(iv) without regard to any other term or condition of such coverage (other than exclusion or coordination of benefits, or an affiliation or waiting period, permitted under section 2701 of the Public Health Service Act, section 701 of ERISA, or section 9801 of the Internal Revenue Code, and other than applicable cost-sharing).




(2) Definitions.  In this subsection:




(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) such that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act.




(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –




(A) a medical screening examination (as required under section 1867 of the Social Security Act) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and




(B) within the capabilities of the staff and facilities available at the hospital, such further medical examination and treatment as are required under section 1867 of such Act to stabilize the patient.




(iii) Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(2)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).




(c) Access to pediatric care.—(1) Pediatric care.  In the case of a person who has a child who is a participant, beneficiary, or enrollee under a group health plan, or health insurance coverage offered by a health insurance issuer in the group or individual market, if the plan or issuer requires or provides for the designation of a participating primary care provider for the child, the plan or issuer shall permit such person to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if such provider participates in the network of the plan or issuer.




(2) Construction.  Nothing in paragraph (c)(1) of this section shall be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.



(3) Examples.  The rules of this paragraph (c) are illustrated by the following examples:



Example 1. (i) Facts.  An HMO designates for each enrollee a physician who specializes in internal medicine to serve as the primary care provider for the enrollee and the enrollee’s family.   Enrollee A requests that Pediatrician B be designated as the primary care provider for her child.  Pediatrician B is a participating provider in the HMO’s network.



(ii) Conclusion.  In this Example 1, the HMO must permit Enrollee A’s designation of Pediatrician B as the primary care provider for Enrollee A’s child in order to comply with the requirements of this section (c).   



Example 2. (i) Facts.  Same facts as Example 1 except that Enrollee A takes her child to Pediatrician B for treatment of the child’s severe peanut allergies.  Pediatrician B wishes to refer Enrollee A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies not does it have an allergist participating in its network.



(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this section (c) since the exclusion of treatment for food allergies was in accordance with the terms of Enrollee A’s coverage.



Example 3. (i) Facts.  Same facts as Example 1 except that Enrollee A wishes to designate as a primary care provider for her child a pediatrician who is an Allopathic Physician (MD).  Only pediatricians who are Doctors of Osteopathic Medicine (DO), however, participate in HMO’s network.



(ii) Conclusion.  In this Example 3, the HMO has not violated the requirements of this section (c) since Enrollee A can still designate a participating pediatrician as the primary care provider for her child.  The fact that there are no pediatricians who are Allopathic Physicians who participate in the HMO’s network does not violate this section (c).



(d) Patient access to obstetrical and gynecological care—(1) General rights—(i) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage, described in paragraph (d)(2) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider described in paragraph (d)(2)(ii) of this section) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  Such professional shall agree to otherwise adhere to such plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.




(ii) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (d)(2) of this section shall treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (d)(1)(i) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.




(2) Application of paragraph.  A group health plan, or health insurance issuer offering group or individual health insurance coverage, described in this paragraph is a group health plan or coverage that—




(i) provides coverage for obstetric or gynecological care; and 


 
(ii) requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.




(3) Construction.  Nothing in paragraph (d)(1) of this section shall be construed to—




(i) waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or




(ii) preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.




(e) Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans.



10. 2722: HHS Opt-out Reg:


9. Section 146.180 is amended as follows:



A. Revising paragraph (a)(1).



B. Adding a new paragraph (a)(2).



C. Renumbering paragraphs (a)(2), (a)(3) and (a)(4) as (a)(3), (a)(4) and (a)(5), respectively.



D. Replacing “2706” with “2727” each place it appears in paragraph (a)(1)(i)(F) and in Example 1 of paragraph (a)(3) (previously designated as (a)(2)).



E. Making a conforming change to paragraph (a)(4)(i) (previously designated as (a)(3)(i)).



F. Updating paragraph (c) to reflect the current address to which exemption elections may be mailed and providing a facsimile number to which elections may be faxed as an alternative to mailing elections.



G. Removing the outdated parenthetical reference to § 146.125(a)(2) in paragraph (f)(2)(ii).



H. Making a conforming change to paragraph (f)(3)(i).



I. Adding a conforming sentence at the end of Example 1 in paragraph (h)(4)(i).



J. Updating Example 4 in paragraph (i)(2)(iv).



The revisions read as follows:



§ 146.180  Treatment of non-Federal governmental plans.



(a)  Requirements subject to exemption—(1) Non-collectively bargained plans.    (i) Plan years commencing before September 23, 2010.  A sponsor of a non-Federal governmental plan may elect to exempt its plan, to the extent that the plan is not provided through health insurance coverage, (that is, it is self-funded), for plan years commencing before September 23, 2010, from any or all of the following requirements:




(A)  Limitations on preexisting condition exclusion periods described in § 146.111.




(B)  Special enrollment periods for individuals and dependents described in § 146.117.




(C) Prohibitions against discriminating against individual participants and beneficiaries based on health status described in § 146.121, except that the sponsor of a self-funded non-Federal governmental plan cannot elect to exempt its plan from requirements in § 146.121(a)(1)(vi) and § 146.122 that prohibit discrimination with respect to genetic information.




(D)  Standards relating to benefits for mothers and newborns described in § 146.130.




(E)  Parity in the application of certain limits to mental health benefits described in § 146.136.




(F)  Required coverage for reconstructive surgery and certain other services following a mastectomy under section 2727 of the PHS Act.




(G)  Coverage of dependent students on a medically necessary leave of absence under section 2728 of the PHS Act.




(ii)  Plan years beginning on or after September 23, 2010.  (i)  A sponsor of a self-funded non-Federal governmental plan may elect to exempt its plan for plan years beginning on or after September 23, 2010, only from any or all of the requirements described in paragraph (a)(1)(i)(D), (E), (F) or (G).  With respect to those plan years, the notices required by paragraph (f) of this section must reflect the limitations set forth in this paragraph (a)(1)(ii).




(iii) Example 1.  A non-Federal governmental employer has elected to exempt its self-funded group health plan from all of the requirements described in paragraph (a)(1)(i).  The plan year commences September 1 each year.  The plan is not subject to the limitations of paragraph (a)(1)(ii) until the plan year that commences on September 1, 2011.  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(iv) Example 2.  Same facts as in Example 1, except the plan year commences October 1 each year.  The plan is subject to the limitations of paragraph (a)(1)(ii) beginning with the plan year that commences on October 1, 2010.   Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).




(2) Collectively bargained plans.  (i) Special rule.  Without regard to paragraph (b)(2) of this section, a group health plan that is governed by a collective bargaining agreement that was ratified before March 23, 2010, is subject to the limitations set forth in paragraph (a)(1)(ii) beginning with the commencement of the first plan year following the expiration of the last plan year governed by the collective bargaining agreement.  The notices required by paragraph (f) of this section, with respect to the first plan year subject to the limitations of paragraph (a)(1)(ii), must reflect those limitations.




(ii)  Example.  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from all of the requirements described in paragraph (a)(1)(i) of this section.  The collective bargaining agreement applies to five plan years, October 1, 2007 through September 30, 2012.  For the plan year that commences on October 1, 2012, the plan sponsor is no longer permitted to elect to exempt its plan from the requirements described in paragraph (a)(1)(i)(A), (B) and (C).  Accordingly, for that plan year and any subsequent plan years, the plan sponsor may elect to exempt its plan only from the requirements described in paragraph (a)(1)(i)(D), (E), (F) and (G).



(3)  Limitations.  *   *   * 



(A)  Example 1.  A plan is subject to requirements of section 2727 of the PHS Act, under which a plan that covers medical and surgical benefits with respect to a mastectomy must cover reconstructive surgery and certain other services following a mastectomy.  An enrollee who has had a mastectomy receives reconstructive surgery on August 24.  Claims with respect to the surgery are submitted to and processed by the plan in September.  The group health plan commences a new plan year each September 1.  Effective September 1, the plan sponsor elects to exempt its plan from section 2727 of the PHS Act.  The plan cannot, on the basis of its exemption election, decline to pay for the claims incurred on August 24. 



*   *   *



     (4) Stop-loss or excess risk coverage.  For purposes of this section—(i) Subject to paragraph (a)(4)(ii),  *   *   *



     (5) Construction.  *   *   *



  *  *  *  * *



(c)  Mailing address.  The plan sponsor should mail the election to:  Centers for Medicare & Medicaid Services, Medicare Enrollment and Appeals Group, CPC, ATTN:  HIPAA Opt-Out, 7500 Security Boulevard,  C2-12-16, Baltimore, MD 21244-1850.  Alternatively, the plan sponsor may fax the exemption election to 410-786-8001.



    *  *  *  *  * 



    (f)  *   *   *



    (2)  *   *   *



    (ii)  In the case of a collectively bargained plan, with regard to the initial plan year to which an election under this section applies, *   *   *



(3)  *   *   *  



(i)  The specific requirements described in paragraphs (a)(1) or (a)(2) of this section, as applicable, from which the plan sponsor is electing to exempt the plan, and a statement that, in general, Federal law imposes these requirements upon group health plans.



*           *           *           *           *



(h)  *   *   *



(4) *   *   *



(i)  Example 1.  (A) *   *   *



(B) *   *   *  However, regarding plan years that begin on or after September 23, 2010, the plan sponsor no longer can elect to exempt its plan from prohibitions against enrollment discrimination based on health status-related factors. 



*   *   *



(i)  *   *   *



(2)  *   *   *



(iv)  Example 4:  A non-Federal governmental employer has elected to exempt its collectively bargained self-funded plan from the requirements of paragraph (a)(1)(i)(E) of this section.  The collective bargaining agreement applies to five plan years, 2007 through 2011.  For the first three plan years, enrollees are notified annually and at the time of enrollment of the election under this section.  The notice specifies that the election applies to the period January 1, 2007 through December 31, 2011.  Prior to the dissemination of the annual notice for the 2010 plan year, the individual responsible for disseminating the notice terminates employment.  His replacement, who is unaware of the requirement that plan enrollees be notified annually, continues to notify new enrollees at the time of enrollment but fails to disseminate the annual notice.  CMS does not consider that failure to be a substantial failure because enrollees previously had actual notice that the election under this section applies for the period January 1, 2007 through December 31, 2011.  Accordingly, CMS would not invalidate the election for the 2010 plan year. 



�Need to revise – these are from 2714.
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DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Parts 54 and 602



TD 


RIN 1545-XXXX


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-XXXX     


DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


OCIIO-XXXX-IFC


45 CFR Part 147



RIN XXXX-XXXX



Interim Final Rules for Group Health Plans and Health Insurance Issuers under the Patient Protection and Affordable Care Act  



AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, discrimination in favor of highly compensated individuals, patient protections, and non-federal governmental plans.    



DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 90 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability date.  These interim final regulations generally apply to group health plans and group health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].  These interim final regulations generally apply to individual health insurance issuers on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB42, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA[XXXX].EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB42.



Comments received by the Department of Labor will be posted without change to www.regulations.gov and www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9991-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  


You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-9991-IFC, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Office of Consumer Information and Insurance Oversight,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-118412-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-118412-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-118412-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov.. 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Public Law 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Public Law 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
 The Affordable Care Act adds section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable under ERISA and the Code to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, as if those provisions of the PHS Act were included in ERISA and the Code.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered with some, mostly minor, changes.  



Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of the Affordable Care Act are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers stricter requirements than those imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on May XX, 2010 (75 FR XXXXX).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), 2719A (regarding patient protections), and 2722 (regarding the application of the Affordable Care Act provisions to nonfederal governmental plans).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    



II.  Overview of the Regulations: 


A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   




HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  




For group health plans and group health insurance issuers, a denial of coverage of an individual based on a preexisting condition exclusion also violates the HIPAA rules prohibiting discrimination based on a health factor.  Beginning on January 1, 2014, a denial of coverage of an individual based on a preexisting condition would also violate more than one provision in the individual market: the prohibition against preexisting condition exclusions, the guaranteed availability requirement, and the prohibition against discrimination based on health status.  Of course, if an individual was denied coverage beginning in 2014 on a ground other than the existence of a preexisting condition or a health factor, the denial would only violate the right to guaranteed availability.




The protections in the new PHS Act section 2704 generally apply to plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied benefits (in whole or part) based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan (in whole or part) based on the preexisting condition.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is still relevant for these interim final regulations and is illustrated with examples in the HIPAA regulations on preexisting condition exclusions.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)




The interim final regulations under PHS Act section 2714 (relating to the continuation of dependent coverage until age 26)(75 FR 27122, May 13, 2010) provide that the terms of a plan or policy for dependent coverage cannot vary based on the age of a child, except for children age 26 or older.  These interim final regulations amend those regulations to clarify that, for plan years (in the individual market, policy years) beginning before January 1, 2014, the terms of the plan or policy may impose a preexisting condition exclusion (consistent with the rules of 26 CFR 54.9801-3, 29 CFR 2590.701-3, and 45 CFR 146.111) on children who are age 19 or older even though this is prohibited with respect to children under age 19.  


Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 



B.  
PHS Act Section 2711, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.108)    


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  However, these interim final regulations provide that the annual limit rules do not apply to health flexible spending arrangements.
  


The statute also allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act and applicable regulations.
 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may only establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”



In establishing the restricted annual limit, the Departments considered several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  



Approximately four percent of large employer plans, eight percent of small employer PPO plans, and 19 percent of individual market plans currently have annual limits.  Although available data show that very few health insurance plans impose annual limits, at least half of small group plans and over 75 percent of policies in the individual market impose lifetime limits.  The 2009 Kaiser Family Foundation/HRET Survey of Employers found that less than one percent of covered workers had lifetime limits less than $1 million, 16 percent had limits between $1 million and $1.99 million, 43 percent had lifetime limits of $2 million or more, and 41 percent had no lifetime maximum.
  Of those enrollees in indemnity plans with lifetime limits, 63 percent of single enrollees and 44 percent of family enrollees had lifetime maximums less than $2 million while less than one percent of enrollees in network-based arrangements, such as HMOs, PPOs, or high deductible health plans with savings options had lifetime maximums less than $2 million.  While it is possible that those plans with lifetime limits will switch to annual limits prior to the elimination of annual limits in 2014, group health plans and health insurance issuers could use a number of changes to benefit design to mitigate any potential premium increases.  



In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  This phased-in approach provides ample opportunity for plans with relatively low annual limits (e.g., $100,000, $250,000, or $500,000) to more gradually make adjustments that might smooth any increase in costs that might result from the increased minimum annual limits under these interim final regulations.  The proposed annual limit levels ensure that the vast majority of individuals who may experience high medical costs during the year will continue to have access to coverage.  


These interim final regulations provide the following minimum amounts for annual limits on the dollar value of benefits that are essential health benefits for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and



· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan (or policy) may only take into account essential health benefits.  


These interim final regulations provide an enrollment (in the individual market,  reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  This opportunity must be made available no later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  See discussion of transitional rules in Section II.G. of this preamble. 


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


C.  PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712) 


PHS Act section 2712 provides rules regarding rescissions
 of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or self-insured coverage.  These rules also apply regardless of any contestability period of the plan or issuer.



These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employer group based on the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c) and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.
  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination.  Regulatory guidance regarding the provisions of PHS Act section 2719 is expected to be issued in the near future. 



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or Title XXVII of the PHS Act (civil money penalties of $100 per day per individual for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



E.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.XXX)


F.  PHS Act Section 2722, Patient Protections (45 CFR 147.XXX)


G.  Individual Market and Non-Federal Governmental Plan Reforms 


1.  References to the Public Health Service Act



Conforming changes to references to sections of Title XXVII of the PHS Act are made throughout Parts 144 and 146 to reflect the renumbering of certain sections by the Affordable Care Act.



2.  Definitions (45 CFR 144.103)


These interim final regulations define “policy year” as the 12-month period that is designated in the policy documents of individual health insurance coverage.  If the policy document does not designate a policy year (or no such document exists), then the policy year is the deductible or limit year used under the coverage.  If deductibles or other limits are not imposed on a yearly basis, the policy year is the calendar year.  The Affordable Care Act uses the term “plan year” in referring to the period of coverage in both the individual and group health insurance markets.  The term “plan year,” however, is generally recognized as having only relevance in the group health insurance market.  Accordingly, these interim final regulations substitute the term “policy year” for “plan year” in defining the period of coverage in the individual health insurance market. 



These interim final regulations revise the definition of “preexisting condition exclusion” to clarify that the denial of an application for coverage because of a preexisting condition in the individual health insurance market is a preexisting condition exclusion.  This definition at 45 CFR 144.103 is cross-referenced in both 45 CFR 146.111(a)(1) and 45 CFR 147.2704, and it applies in both the group and individual health insurance markets, and also to entities that provide coverage to Federally eligible individuals.



3.  Treatment of Non-Federal Governmental Plans (45 CFR 146.180)


 The Affordable Care Act made numerous changes to Title XXVII of the PHS Act, including to section 2721(b)(2), which permitted the sponsor of a self-funded non-Federal governmental plan, as defined in 45 CFR 144.103, to elect to exempt the plan from certain requirements of Title XXVII of the PHS Act.  This is referred to herein as the “opt-out provision.”   Section 1001(4) of the Affordable Care Act re-designated section 2721 as section 2735.  Section 1562(b)(12) of the Affordable Care Act amended section 1001(4) by re-designating section 2735(b)(2) as section 2722(a)(2).



Additionally, section 1562(a)(2) of the Affordable Care Act further amended the opt-out provision in §2722 by adding a new subparagraph (a)(2)(E), which prohibits a sponsor of a self-funded non-Federal governmental plan from electing to exempt the plan from the Subparts I and II in Part A of the revised Title XXVII.  Subpart I (“General Reform”) contains the provisions of the original Subpart 1 of Part A of title XXVII of the PHS Act.  The requirements in the original Subpart 1 included limitations on preexisting condition exclusion periods, special enrollment periods and prohibitions against discriminating against individual participants and beneficiaries based on health status.  Because of the prohibition in PHS Act section 2722(a)(2)(E), self-funded non-Federal governmental plans can no longer elect to be exempted from these provisions in Subpart I starting with plan years beginning on or after September 23, 2010.



Section 1001(2) of the Affordable Care Act redesignated sections 2704 through 2707 (which respectively set forth the provisions of the Newborns’ and Mothers’ Health Protection Act of 1996, the Mental Health Parity Act of 1996 (as amended by the Mental Health Parity and Addiction Equity Act (2008)), the Women’s Health and Cancer Rights Act of 1998, and Michelle’s Law (2008)) as sections 2725 through 2728, respectively, which are contained in a revised Subpart 2,  “Exclusion of Plans; Enforcement; Preemption.”   A sponsor of a self-funded non-Federal governmental plan may continue to elect to exempt its plan from the requirements of Subpart 2 (which is separate from Subpart II) of Part A of Title XXVII since the prohibition in section 2722(a)(2)(E) does not reference Subpart 2.



Section 1004 of the Affordable Care Act provides, in pertinent part, that the amendments made by section 1001 are “effective for plan years beginning on or after the date that is 6 months after the date of enactment of this Act[.]”  The Affordable Care Act was enacted on March 23, 2010.  Therefore, section 1001, as amended by section 1562(a) and (b)(12), is effective for group health plan years beginning on or after September 23, 2010.  The Affordable Care Act makes no exception for plan years beginning on or after September 23, 2010 that are governed by a previously ratified collective bargaining agreement under which the plan sponsor has elected to exempt the self-funded plan from one or more requirements of Subpart 1.  The grandfathering provision in section 1251(d) of the Affordable Care Act only applies to insured collectively bargained plans.  Accordingly, without regard to a collective bargaining agreement, a sponsor of a self-funded non-Federal governmental plan that commences a new plan year on or after September 23, 2010 can no longer elect to exempt the plan from requirements of Subpart 1.   An example in these interim final regulations illustrates this. 



Section 146.180 is being revised to reflect changes made by the Affordable Care Act, to add conforming changes and to make certain additional changes unrelated to the Affordable Care Act, such as updating the address to which an opt-out election should be submitted, updating an example to reflect more recent dates, and removing outdated text.  



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Grandfathered health plans are exempt from many of these provisions while group health plans and group and individual health insurance coverage that are not grandfathered health plans must comply with them.  The determination of whether a plan or health insurance coverage is a grandfathered health plan therefore could substantially affect the design of the plan or health insurance coverage. 



The six-month period between the enactment of the Affordable Care Act and the applicability of many of the provisions affected by grandfather status would not allow sufficient time for the Departments to draft and publish proposed regulations, receive and consider comments, and draft and publish final regulations.  Moreover, regulations are needed well in advance of the effective date of the requirements of the Affordable Care Act.  Many group health plans and health insurance coverage that are not grandfathered health plans must make significant changes in their provisions to comply with the requirements of the Affordable Care Act.  Moreover, plans and issuers considering other modifications to their terms need to know whether those modifications will affect their status as grandfathered health plans. Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 



The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.



For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.



IV.  Economic Impact and Paperwork Burden


V.  Statutory Authority



The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.



List of Subjects



26 CFR Part 54



Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.


29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.



45 CFR Part 147


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.





Steven T. Miller






Deputy Commissioner for Services and Enforcement,



Internal Revenue Service.



Approved: 




Michael F. Mundaca




Assistant Secretary of the Treasury (Tax Policy). 



Signed this _____ day of _____, 2010.



Phyllis C. Borzi



Assistant Secretary



Employee Benefits Security Administration



Department of Labor


Approved:   _____________



Jay Angoff,


Director,



Office of Consumer Information and Insurance Oversight.


Approved: _______________


Kathleen Sebelius,



Secretary, Department of Health and Human Services.              


� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan”, as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.



� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Section 9005 of the Affordable Care Act specifically limits the annual amount of salary reduction contributions for health flexible spending arrangements.  



� Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.



� See the Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�.



� For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.







�Can we get rid of this whole paragraph?  Cross reference the discussion in the economic analysis that goes over these same statistics?







If not, use cite for the 1st sentence from economic analysis cite to Mercer survey (FN 31 in old draft)
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RE: Groom Law Group analysis

		From

		Mayhew, James A. (CMS/CPC)

		To

		Drobac, Krista (HHS/OCIIO); Larsen, Steven (HHS/OCIIO)

		Cc

		Wilson, Lisa (HHS/OCIIO); Blodgett, Bennett (HHS/OCIIO)

		Recipients

		Krista.Drobac@hhs.gov; Steven.Larsen@hhs.gov; Lisa.Wilson@hhs.gov; Bennett.Blodgett@hhs.gov








I'll take a look at the paper.



-----Original Message-----

From: Drobac, Krista (HHS/OCIIO)

Sent: Wednesday, June 02, 2010 5:57 PM

To: Larsen, Steven (HHS/OCIIO); Mayhew, James A. (CMS/CPC)

Cc: Wilson, Lisa (HHS/OCIIO); Blodgett, Bennett (HHS/OCIIO)

Subject: FW: Groom Law Group analysis



Steve and Jim:



A friend of mine represents Aetna and called me about limited benefit plans.  Attached is a legal analysis that was conducted for three industry trade groups -- National Retail Federation, Retail Industry Leaders Association, and the American Benefits Council -- with whom Aetna is working.  The paper concludes that HHS has the authority to maintain annual limits for limited benefit plans. 



As you know, we've been hearing from a lot of groups on this issue.  Although limited benefit plans are of limited value to consumers, it's still considered "coverage" to consumers, and their premiums will skyrocket if the benefit limits are eliminated.  Are we planning to address limited benefit plans in the reg?  If not, we'll need to incorporate a robust set of talking points in our June 21st rollout about why this is good for consumers....because otherwise insurers will spin it that rates are going to increase significantly for the 5-10 million people currently holding these plans.



-Krista

-----Original Message-----

From: Elizabeth Barnett [mailto:ebarnett@dcavenuesolutions.com]

Sent: Wed 6/2/2010 5:36 PM

To: Drobac, Krista (HHS/OCIIO)

Subject: Groom Law Group analysis



Hi Krista,







Per our conversation about limited benefit plans, I wanted to share with you a Groom Law Group opinion to three trades (National Retail Federation, Retail Industry Leaders Association, and the American Benefits Council) that concludes that HHS has the authority to issue a special rule related to limited health benefit plans permitting them to maintain annual limits on essential benefits for plan years beginning prior to January 1, 2014.  These trades are working with Aetna on this issue. 







Let me know if you'd like a meeting or a call with the folks from Groom to get further clarification or ask questions.  Thanks!



Elizabeth







Elizabeth MacDonald Barnett



Avenue Solutions



900 7th Street, NW



Suite 750



Washington, DC 20001



(202) 347-8724 (direct)



(202) 341-6598 (cell)



Email: ebarnett@dcavenuesolutions.com



Website: www.avenue-solutions.com


















Small Business Concil letter on annual limit

		From

		OCIIO ExecSec

		To

		Larsen, Steven (HHS/OCIIO); Mayhew, James A. (CMS/CPC)

		Cc

		Cohen, Ken ES (HHS/OCIIO); Files Flory, Ashley (HHS/ASPE/HP); Gurule, Roman (CMS/OSORA); Gurule, Roman (HHS/OCIIO)

		Recipients

		Steven.Larsen@hhs.gov; James.Mayhew@cms.hhs.gov; Ken.Cohen@HHS.GOV; ashley.files@hhs.gov; roman.gurule@cms.hhs.gov; Roman.Gurule@hhs.gov




 

 


fyi





SBE Council on annual limit.pdf

SBE Council on annual limit.pdf
























RE: Preamble language

		From

		Baum, Beth - EBSA

		To

		Mayhew, James A. (CMS/CPC)

		Recipients

		James.Mayhew@cms.hhs.gov




I think this is the latest version.





From: Mayhew, James A. (CMS/CPC) 
[mailto:James.Mayhew@cms.hhs.gov] 
Sent: Tuesday, June 01, 2010 11:08 
AM
To: Baum, Beth - EBSA
Subject: Preamble 
language






Beth-



 



Do you have the latest draft preamble of the large package 
before it was broken up?  I have the regulation text (dated 4/27/10) but I 
can’t find the preamble.  If you do have it, could you forward it to 
me?



 



Thanks!





Joint Preamble 4.27.10 1pm.doc

Joint Preamble 4.27.10 1pm.doc

[Billing Codes: 4830-01-P; 4510-29-P; 4120-01-P]



DEPARTMENT OF THE TREASURY



Internal Revenue Service



26 CFR Part 54



TD 


RIN 1545-BJ46


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Part 2590



RIN 1210-AB41     


DEPARTMENT OF HEALTH AND HUMAN SERVICES



Office of Consumer Information and Insurance Oversight


OCIIO-________


45 CFR Part 146



RIN 0938-____


Interim Final Rules for Group Health Plans and Health Insurance Issuers under the Patient Protection and Affordable Care Act  


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the requirements for group health plans and health insurance issuers in the group and individual markets under provisions of the Patient Protection and Affordable Care Act (the Affordable Care Act) regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, coverage of certain preventive health services without cost-sharing, coverage of dependent children to age 26, and discrimination in favor of highly compensated individuals.  These interim final regulations also provide guidance on grandfathered health plans under the Affordable Care Act.


DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 90 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability date.  These interim final regulations generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB41, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB41.



Comments received by the Department of Labor will be posted without change to www.regulations.gov and www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-_______.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  



You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-_______, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-_______, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Centers for Medicare & Medicaid Services,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the CMS drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-114494-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-114494-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-114494-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; [INSERT], Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at [INSERT].



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp). 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Public Law 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Public Law 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions in Part A of Title XXVII of the Public Health Service Act (PHS Act) relating to group health plans
 and health insurance issuers in the group and individual markets.  The Affordable Care Act adds section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of Part A of Title XXVII of the PHS Act applicable under ERISA and the Code to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, as if those provisions of the PHS Act were included in ERISA and the Code.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  Section 1251 of the Affordable Care Act, as modified by section 10103 of the Affordable Care Act and section 2301 of the Reconciliation Act, specifies that certain plans or coverage existing as of the date of enactment (i.e., grandfathered health plans) are only subject to certain provisions.


Subtitles A and C of title I of the Affordable Care Act amend the requirements of Title XXVII of the PHS Act (changes of which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of the Affordable Care Act are not to be "construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement" of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers stricter requirements than what is required by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) expect to issue regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  This document contains interim final regulations implementing PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding rescissions), 2713 (requiring coverage of certain preventive health services without cost-sharing), 2714 (requiring dependent coverage of children to age 26), and 2716 (prohibiting discrimination in favor of highly compensated individuals).  These interim final regulations also provide guidance on the rules of section 1251 of the Affordable Care Act regarding grandfathering of group health plans and health insurance coverage and on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit or who lost or were not eligible for dependent coverage before age 26.  These provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions in PHS Act sections 2701 through 2719A will be addressed in future regulations.  


Because subtitles A and C of title I of the Affordable Care Act contain requirements that are applicable to both the group and individual health insurance markets, it would be duplicative to insert the requirements into both the existing 45 CFR Part 146 (Requirements for the Group Health Insurance Market) and 45 CFR Part 148 (Requirements for the Individual Health Insurance Market).  Accordingly, these interim final regulations create a new Part 147 in Subchapter B of 45 CFR to implement these provisions of the Affordable Care Act.  These provisions, to the extent that they apply to group health plans and group health insurance coverage, are also implemented under new provisions added to 29 CFR Part 2590 and 26 CFR Part 54.


II.  Overview of the Regulations



A.  PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)  


 SEQ CHAPTER \h \r 1
Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting conditions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



For group health plans and group health insurance issuers, a denial of coverage of an individual based on a preexisting condition exclusion also violates the HIPAA rules prohibiting discrimination based on a health factor.  Beginning on January 1, 2014, a denial of coverage of an individual based on a preexisting condition would also violate more than one provision in the individual market: the prohibition against preexisting condition exclusions, the guaranteed availability requirement, and the prohibition against discrimination based on health status.  Of course, if an individual was denied coverage beginning in 2014 on a ground other than the existence of a preexisting condition or a health factor, the denial would only violate the right to guaranteed availability.




The protections in the new PHS Act section 2704 generally apply to plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied benefits (in whole or part) based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan (in whole or part) based on their preexisting conditions.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is still relevant for these interim final regulations and is illustrated with examples in the HIPAA regulations on preexisting condition exclusions.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)





Application to grandfathered health plans.  A grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-2801, 29 CFR 2590.715-2801, and 45 CFR 147.2801 regarding grandfathered health plans.


B.  PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)  


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  However, these interim final regulations provide that the annual limit rules do not apply to health flexible spending arrangements.
  


The statute also allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act and applicable regulations.
 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may only establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”



In establishing the restricted annual limit, the Departments considered several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  



Approximately four percent of large employer plans, eight percent of small employer PPO plans, and 19 percent of individual market plans currently have annual limits.  Although available data show that very few health insurance plans impose annual limits, at least half of small group plans and over 75 percent of policies in the individual market impose lifetime limits.  The 2009 Kaiser Family Foundation/HRET Survey of Employers found that less than one percent of covered workers had lifetime limits less than $1 million, 16 percent had limits between $1 million and $1.99 million, 43 percent had lifetime limits of $2 million or more, and 41 percent had no lifetime maximum.
  Of those enrollees in indemnity plans with lifetime limits, 63 percent of single enrollees and 44 percent of family enrollees had lifetime maximums less than $2 million while less than one percent of enrollees in network-based arrangements, such as HMOs, PPOs, or high deductible health plans with savings options had lifetime maximums less than $2 million.  While it is possible that those plans with lifetime limits will switch to annual limits prior to the elimination of annual limits in 2014, group health plans and health insurance issuers could use a number of changes to benefit design to mitigate any potential premium increases.  



In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  This phased-in approach provides ample opportunity for plans with relatively low annual limits (e.g., $100,000, $250,000, or $500,000) to more gradually make adjustments that might smooth any increase in costs that might result from the increased minimum annual limits under these interim final regulations.  The proposed annual limit levels ensure that the vast majority of individuals who may experience high medical costs during the year will continue to have access to coverage.  


These interim final regulations provide the following minimum amounts for annual limits on the dollar value of benefits that are essential health benefits for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan (or policy) may only take into account essential health benefits.  


These interim final regulations provide an enrollment (in the individual market,  reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  This opportunity must be made available no later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  See discussion of transitional rules in Section II.G. of this preamble. 


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


C.  PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712) 


PHS Act section 2712 provides rules regarding rescissions
 of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or self-insured coverage.  These rules also apply regardless of any contestability period of the plan or issuer.



These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employer group based on the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c) and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.
  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination.  Regulatory guidance regarding the provisions of PHS Act section 2719 is expected to be issued in the near future. 



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D. PHS Act 2713, Coverage of Preventive Health Services (26 CFR 54.9815-2713, 29 CFR 2590.715-2713, 45 CFR 147.2713)  


 SEQ CHAPTER \h \r 1
Section 2713 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations require that a group health plan and a health insurance issuer offering group or individual health insurance coverage provide coverage of certain preventive health care services, and prohibit the imposition of cost-sharing in connection with these services.  




The statute and these interim final regulations require coverage of the following:



· Evidence-based items or services that have in effect a rating of A or B in the current recommendations of the United States Preventive Services Task Force.
   


· Immunizations for routine use in children, adolescents and adults that have in effect a recommendation from the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention with respect to the individual involved.  A recommendation of the the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention is considered to be “in effect” after it has been adopted by the Director of the Centers for Disease Control and Prevention.


· With respect to infants, children, and adolescents, evidence-informed preventive care and screenings provided for in the comprehensive guidelines supported Health Resources and Services Administration.  Currently, these are the guidelines included as part of the Bright Futures Initiative sponsored by the.Health Resources and Services Administration and the American Academy of Pediatrics.


· Health Resources and Services Administration guidelines concerning preventive care and screenings for women (not otherwise addressed by the recommendations of the United States Preventive Services Task Force).  No such guidelines currently exist, although the Department of HHS is considering options for developing these guidelines in the near term.



The complete list of recommendations and guidelines that are required to be covered under these provisions can be found at [http://www.hhs.gov/ociio/regulations/prevention/].  The statute and these interim final regulations clarify that a plan or issuer may cover preventive services in addition to those required to be covered by PHS Act section 2713.




The statute requires the Departments to establish an interval of not less than one year between when recommendations or guidelines under PHS Act section 2713(a)
 are issued, and the plan year (in the individual market, policy year) for which coverage of the services addressed in such recommendations or guidelines must be in effect.  These interim final regulations provide that such coverage must be provided for plan years (in the individual market, policy years) beginning on or after the later of September 23, 2010, or one year after the date the recommendation or guideline is issued.  Thus, recommendations and guidelines issued prior to September 23, 2009 must be provided for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   




Finally, these interim final regulations make clear that a plan or issuer is not required to provide coverage for any recommendation or guideline after the recommendation or guideline is no longer described in paragraph (a) of this section,
 but other requirements of Federal or State law may apply in connection with ceasing to provide coverage for any such recommendation or guideline, including the requirement under PHS Act section 2715(d)(4), which requires a plan or an issuer to give 60 days advance notice to an enrollee before any material modification will become effective.



Application to grandfathered health plans.  The requirements to cover these preventive health services without any cost-sharing do not apply to grandfathered health plans.


E.  PHS Act Section 2714, Continued Eligibility of Children until Age 26 (26 CFR 54.9815-


2714, 29 CFR 2590.715-2714, 45 CFR 147.2714)  


Section 2714 of the PHS Act, as added by the Affordable Care Act (and amended by the Reconciliation Act), and these interim final regulations provide that a plan or issuer that makes available dependent coverage for children must allow dependent coverage for children until attainment of 26 years of age.  The statute also authorizes the Departments to issue regulations to “define the dependents to which coverage shall be made available” under this rule.  These interim final regulations clarify that with respect to children who have not attained age 26, a plan or issuer may not define dependent for purpose of eligibility for coverage other than in terms of the relationship between the child and the participant (in the individual market, the primary subscriber).  Examples of factors that cannot limit dependent status include financial dependency, residency with the participant or primary subscriber, student status, employment status, eligibility for other coverage, or any combination of these.  These interim final regulations also provide that the terms of the plan or policy for dependent coverage cannot vary based on the age of a child, except for children age 26 or older.  Examples illustrate that surcharges for coverage of additional children are not allowed except where the charges apply regardless of the age of the child under age 26 and that the plan cannot vary benefits based on the age of the child under age 26. 



Before the enactment of the Affordable Care Act, many group health plans that provided dependent coverage limited the coverage to health coverage excludible from employees’ gross income for income tax purposes.  Thus, dependent coverage was limited to employees’ spouses and employees’ children that qualify as dependents for income tax purposes.  Consequently, these plans often conditioned dependent coverage, in addition to the age of the child, on student status, residency and financial support or other requirements indicating dependent status.  However, with the expansion of dependent coverage required by the Affordable Care Act to children until age 26, whether a child is a dependent is no longer an appropriate factor and may in fact be a proxy for age used to circumvent the new rule.  Therefore, these interim final regulations do not allow plans or coverage to use these requirements to deny dependent coverage to children.  Not only are these factors no longer appropriate in determining eligibility for adult children, these factors also may not be used to determine eligibility for dependent coverage for minor children.  The statute and these interim final regulations provide that nothing in PHS Act section 2714 requires a plan or issuer to make available coverage for a child of a child receiving dependent coverage.  


Application to grandfathered health plans.  The statute and these interim final regulations provide that the requirement to make available dependent coverage for children who have not attained age 26 generally applies to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For plan years beginning before January 1, 2014, these interim final regulations provide that a grandfathered health plan that is a group health plan may exclude an adult child who has not attained age 26 from coverage only if the child is eligible to enroll in an employer-sponsored health plan (as defined in section 5000A(f)(2) of the Code) other than a group health plan of a parent.  Thus, in the case of an adult child who is eligible for coverage under the employer-sponsored plans of both parents, neither parent’s plan may exclude the adult child from coverage based on the fact that the adult child is eligible to enroll in the other parent’s employer-sponsored plan.  These interim final regulations also provide an enrollment opportunity for children excluded from coverage because of age before the effective date of the rule.


F.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or Title XXVII of the PHS Act (civil money penalties of $100 per day per individual for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



G.  Transitional Rules for Individuals Who Reached a Lifetime Limit or a Dependent Eligibility Threshold (26 CFR 54.9815-2800, 29 CFR 2590.715-2800, 45 CFR 147.2800)   



Certain new provisions of the PHS Act can affect individuals who previously were covered and lost coverage under a group health plan (in the individual market, policy) or were never eligible for coverage (including individuals denied coverage in the individual market).  For example, prior to the applicability date of PHS Act section 2711, an individual may have reached a lifetime limit under a group health plan or health insurance coverage and therefore lost coverage under the plan or coverage.  When the provisions of PHS Act section 2711 become applicable to the plan (or coverage), the plan (or coverage) can no longer exclude coverage for the individual by operation of the lifetime limit.  Similarly, prior to the applicability date of PHS Act section 2714, an individual who was covered under a group health plan or health insurance coverage as a dependent may have lost eligibility under the plan (or coverage) due to age prior to age 26.  Moreover, if, when a parent first became eligible for coverage, a child was under age 26 but older than the age at which the plan (or coverage) stopped covering children, the child would not have become eligible for the plan (or coverage).  When the provisions of PHS Act section 2714 become applicable, a plan or issuer can no longer exclude coverage for the individual prior to age 26.  Finally, a family member covered through a family policy in the individual market may be entitled to an opportunity to enroll if the family member is a dependent who previously lost coverage due to age while other family members remained in the coverage.
  



Accordingly, these interim final regulations provide transitional relief for an individual – (1) whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any individual; or (2) whose coverage ended, or who was denied coverage (or was not eligible for coverage) under a group health plan or health insurance coverage because, under the terms of the plan or coverage, the availability of dependent coverage of children ended before the attainment of age 26.



These interim final regulations require a plan or issuer to give such an individual an opportunity to enroll that continues for at least 30 days (including notice of the opportunity to enroll), regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711 and 2714).  Coverage must begin not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010, even if it means that the coverage must be retroactive. 



Any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under the HIPAA portability rules.
  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.



Examples in these interim final regulations illustrate the application of these transitional rules.  One example illustrates that, if a dependent child qualifies for an enrollment opportunity under this section and the parent is not enrolled but otherwise eligible for enrollment, the plan must provide an opportunity to enroll the parent, in addition to the dependent child.  Similarly, another example illustrates that, if a plan has more than one benefit package option, a dependent child qualifies for enrollment under this section, and the parent is enrolled in one benefit package option, the plan must provide an opportunity to enroll the dependent in any benefit package option for which the dependent is otherwise eligible (thus allowing the parent to switch benefit package options).  Another example illustrates that dependent children covered under a COBRA continuation provision must be given the opportunity to enroll as a dependent of an active employee.  In this situation, if the child loses eligibility for coverage due to a qualifying event (including aging out of coverage at age 26), the child has another opportunity to elect COBRA continuation coverage.  If the qualifying event is aging out, the COBRA continuation coverage could last 36 months from the loss of eligibility that relates to turning age 26.  The final example in this section illustrates that an employee who joined a plan prior to the applicability date of PHS Act section 2714, and has a dependent child who never enrolled because the child was too old under the terms of the plan but has not yet turned 26, has another opportunity to enroll the child under this section even though the child was not previously covered under the plan.  If the parent is no longer eligible for coverage under the plan (for example, if the parent has ceased employment with the plan sponsor), the plan would not be required to enroll the child.


Application to grandfathered health plans.  The requirement to give enrollment opportunities to individuals who reached a lifetime limit applies to all grandfathered health plans.  The requirement to give enrollment opportunities to individuals who are denied dependent coverage (or who are not eligible for dependent coverage) of a child prior to age 26 applies to all grandfathered health plans that are group health plans or group health insurance coverage, but does not apply to grandfathered health plans that are individual health insurance coverage.


H. Section 1251 of the Affordable Care Act, Preservation of Right to Maintain Existing Coverage (26 CFR 54.9815-2801, 29 CFR 2590.715-2801, 45 CFR 147.2801)    


Section 1251 of the Affordable Care Act, as modified by section 10103 of the Affordable Care Act and Reconciliation Act section 2301, provides that certain plans existing as of March 23, 2010 (the date of enactment of the Affordable Care Act), are only subject to certain provisions of the Affordable Care Act. The statute and these interim final regulations refer to these plans as grandfathered health plans.  The statute and these interim final regulations provide that a group health plan or group or individual health insurance coverage is a grandfathered health plan with respect to individuals enrolled on March 23, 2010 regardless of whether the individual later renews the coverage, subject to rules that disqualify a plan or coverage from the exception for grandfathered health plans if the plan or coverage makes certain changes.  


To maintain status as a grandfathered health plan, under these interim final regulations, a plan or issuer must maintain records documenting the plan or policy terms in connection with the coverage in effect on March 23, 2010, and any other documents necessary to verify, explain, or clarify its status as a grandfathered health plan.  In addition, the plan or issuer must make such records available for examination.  Accordingly, a participant, beneficiary, individual policy subscriber, State or Federal agency official would be able to inspect such documents to verify grandfathered status. 


The statute and these interim final regulations allow family members of individuals who are enrolled in a grandfathered plan to enroll in the plan after March 23, 2010; in such cases, the plan or coverage is also a grandfathered health plan with respect to the family members. 




In addition, the statute and these interim final regulations provide that a group health plan that provided coverage on March 23, 2010 generally is also a grandfathered health plan with respect to new employees (whether newly hired or newly enrolled) and their families that enroll in the grandfathered health plan after March 23, 2010; these interim final regulations clarify that in such cases any health insurance coverage provided under the group health plan in which an individual covered under the group health plan was enrolled on March 23, 2010 is also a grandfathered health plan. 



The Departments are considering whether the regulations should include measures to prevent an employer from taking advantage of a plan’s grandfathered status to enroll large numbers of employees of other employers.  In particular, the Departments are considering adopting a final rule under which the enrollment of employees of  employers who did not maintain the plan on March 23, 2010 should result in a loss of the plan’s grandfathered status, unless the new employers are members of a control group or otherwise share substantial business interests unrelated to the plan.  In addition, the Departments are considering adopting a final rule under which inordinate growth of a plan within a single plan year, other than by enrolling new employees of the original sponsoring employers and their families, should affect the plan’s grandfathered status.  The Departments solicit comments on whether, for example, a plan that grows by the greater of 200 participants or 200 percent within a plan year (not counting new employees of the original sponsors) should be regarded as so different that it is no longer the same plan for purposes of the grandfather rules of section 1251 of the Affordable Care Act.  The Departments also solicit comments on this and other appropriate measures to discourage abuse of grandfathered status.



A special rule for collectively bargained plans provides that, in the case of health insurance coverage maintained pursuant to one or more collective bargaining agreements ratified before March 23, 2010, the coverage is a grandfathered health plan at least until the date on which the last agreement relating to the coverage that was in effect on March 23, 2010 terminates.  Thus, before the applicable collective bargaining agreement terminates, any health insurance coverage provided pursuant to the collective bargaining agreement is a grandfathered health plan.   After the date on which the last of the collective bargaining agreements terminates, the determination of whether health insurance coverage maintained pursuant to a collective bargaining agreement is grandfathered health plan coverage is made under the rules of paragraph (g) of this section.  This determination is made by comparing the terms of the coverage after the date the last collective bargaining agreement terminates with the terms of the coverage that were in effect on March 23, 2010.



A grandfathered health plan generally is not subject to subtitles A and C of title I of the Affordable Care Act, except as specifically provided by the statute and these interim final regulations.  The statute and these interim final regulations provide that some provisions of subtitles A and C of title I of the Affordable Care Act continue to apply to all grandfathered health plans and some provisions continue to apply only to grandfathered health plans that are group health plans.  These interim final regulations clarify that, to the extent not inconsistent with the provisions that continue to apply to a grandfathered health plan, a grandfathered health plan must continue to comply with the requirements of the PHS Act, ERISA, and the Code that were applicable prior to the changes enacted by the Affordable Care Act. 



The following table summarizes the application of the Affordable Care Act’s health coverage reforms that apply to grandfathered plans:


			PHS Act Section


			Provision


			Application to Grandfathered plans


			Applies for PY
 Beginning on or after





			§2701


			Fair health insurance premiums


			Not applicable


			January 1, 2014





			§2702


			Guaranteed availability of coverage


			Not applicable 


			January 1, 2014





			§2703


			Guaranteed renewability of coverage


			Not applicable 


			January 1, 2014





			§2704


			Prohibition of preexisting condition exclusion or other discrimination based on health status


			Applicable to grandfathered group health plans and group health insurance coverage.  



Not applicable to grandfathered individual health insurance coverage.


			January 1, 2014



For individuals under age 19, September 23, 2010





			§2705


			Prohibiting discrimination against individual participants and beneficiaries based on health status


			Not applicable


			January 1, 2014





			§2706


			Nondiscrimination in health care


			Not applicable


			January 1, 2014





			§2707


			Comprehensive health insurance coverage (applicable to issuers in the individual and small group markets) 


			Not applicable 






			January 1, 2014





			§2708


			Prohibition on excessive waiting periods


			Applicable


			January 1, 2014





			§2709


			Coverage for individuals participating in approved clinical trials


			Not applicable


			January 1, 2014





			§2711


			No lifetime or annual limits


			Lifetime limits: Applicable 



Annual limits: Applicable to grandfathered group health plans and group health insurance coverage; not applicable to grandfathered individual health insurance coverage.



			September 23, 2010





			§2712


			Prohibition on Rescissions


			Applicable


			September 23, 2010





			§2713


			Coverage of preventive health 


			Not applicable


			September 23, 2010





			§2714


			Extension of dependent coverage


			Applicable



			September 23, 2010 









			§2715


			Development and utilization of uniform explanation of coverage documents and standardized definitions


			Applicable


			September 23, 2010









			§2715A


			Provisions of additional information


			Not applicable


			September 23, 2010





			§2716


			Prohibition of discrimination based on salary (not applicable to self-insured plans)


			Not applicable


			September 23, 2010





			§2717


			Ensuring quality of care


			Not applicable


			September 23, 2010





			§2718


			Bringing down cost of  health care coverage (for insured coverage)


			Applicable to insured grandfathered plans


			September 23, 2010





			§2719


			Appeals process


			Not applicable


			September 23, 2010





			§2719A


			Patient Protections


			Not applicable


			September 23, 2010









These interim final regulations include rules for determining when changes to the terms


of the grandfathered health plan cause the plan or coverage to cease to be a grandfathered health plan.  These rules specify certain changes that cause a plan to lose status as a grandfathered health plan, and also changes that will not cause a plan to lose status as a grandfathered health plan. 



Specifically, paragraph (g)(1) of this section of these interim final regulations provides that a grandfathered health plan will lose grandfather status if there is an increase, since March 23, 2010, in a fixed-amount cost-sharing requirement that is greater than 15 percent plus the increase in the overall medical care component of the Consumer Price Index for All Urban Consumers (unadjusted) published by the Department of Labor (CPI) since March 2010.  Fixed-amount cost-sharing includes, for example, a $500 deductible, a $30 copayment, or a $2,500 out-of-pocket limit.  The Departments acknowledge that medical inflation, as determined by the overall medical component of CPI, does not parallel medical inflation for any particular item or service.  Accordingly, to smooth out some of these differences, these interim final regulations do not automatically cause grandfathered health plans to lose their grandfathered status if a plan or issuer raises an individual copayment or other fixed-amount cost-sharing by more than the overall rate of medical inflation.  Instead, these interim final regulations provide that an increase in a deductible, copayment, or other fixed-amount cost-sharing will cause a plan to lose grandfathered status if the increase exceeds 15 percent plus the rate of medical inflation (as determined using the formula set forth in the regulations).  Paragraph (g)(2) of this section of these interim final regulations provides that an increase that does not exceed this amount does not cause a grandfathered health plan to lose its grandfathered status. 




In addition, paragraph (g)(1) of this section of these interim final regulations provides that an increase in a percentage cost-sharing requirement (such as increasing an individual’s 20 percent coinsurance requirement to 25 percent) will cause a plan to lose grandfathered status.  These cost-sharing arrangements already take into account, to some degree, medical inflation.   That is, to the extent the cost of a medical item or service increases, an individual may be required to pay more for it under a percentage cost-sharing requirement.  Accordingly, percentage cost-sharing requirements are treated differently than fixed-amount cost-sharing under the grandfather provisions of these interim final regulations. 




These interim final regulations also provide that the elimination of all or substantially all benefits to diagnose or treat a particular condition will cause a plan to lose grandfathering, regardless of whether the change is considered a substantial change overall under the plan.  Therefore, for example, if a plan eliminates all benefits for cystic fibrosis, which affects relatively few individuals covered under the plan, the plan will cease to be a grandfathered health plan, even if that change in benefit design is not considered a substantial change under paragraph (g)(3) of this section of these interim final regulations. 




Paragraph (g)(2) of this section of these interim final regulations sets forth changes that do not affect grandfathered status.  Specifically, the following changes do not affect grandfathered status: changes in the premiums charged by an issuer for coverage; changes in the amount that an employer or employee organization contributes toward coverage; changes to comply with applicable Federal or State legal requirements; changes to voluntarily comply with provisions of the Affordable Care Act that do not apply to grandfathered health plans; replacing a lifetime limit with an annual limit as permitted by 26 CFR 54.9815-2711, 29 CFR 2590.715-2711, or 45 CFR 147.2711 (discussed earlier in this preamble); or any decrease in cost-sharing for the individual or an increase in covered benefits.




For other changes, paragraph (g)(3) of this section of these interim final regulations provides a general standard for determining whether the plan or coverage is the same plan or coverage in which an individual was enrolled on March 23, 2010.  Specifically, paragraph (g)(3) provides that a change not described in paragraph (g)(1) or (g)(2) of this section does not cause a plan (in the individual market, policy) to lose grandfathered status, unless one or more of such changes, in the aggregate and determined cumulatively since March 23, 2010, result in the coverage under the plan (or policy) being substantially different than the coverage that was provided on March 23, 2010.  Whether or not there has been a substantial change is a facts and circumstances determination.



Examples illustrate the operation of the rules for grandfathered health plans.  The Departments request comments regarding the rules for grandfather health plans[, including the impact of the provisions on plans and issuers that made changes to plan terms after March 23, 2010 but prior to issuance of these interim final regulations as well as the impact on plans that  made changes to plan terms after March 23, 2010 pursuant to a contract entered into prior to that date
].


I.  Individual Market and Non-Federal Governmental Plan Reforms 


1.  References to the Public Health Service Act



Conforming changes to references to sections of Title XXVII of the PHS Act are made throughout Parts 144 and 146 to reflect the renumbering of certain sections by the Affordable Care Act.



2.  Definitions (45 CFR 144.103)


These interim final regulations define “policy year” as the 12-month period that is designated in the policy documents of individual health insurance coverage.  If the policy document does not designate a policy year (or no such document exists), then the policy year is the deductible or limit year used under the coverage.  If deductibles or other limits are not imposed on a yearly basis, the policy year is the calendar year.  The Affordable Care Act uses the term “plan year” in referring to the period of coverage in both the individual and group health insurance markets.  The term “plan year,” however, is generally recognized as having only relevance in the group health insurance market.  Accordingly, these interim final regulations substitute the term “policy year” for “plan year” in defining the period of coverage in the individual health insurance market. 



These interim final regulations revise the definition of “preexisting condition exclusion” to clarify that the denial of an application for coverage because of a preexisting condition in the individual health insurance market is a preexisting condition exclusion.  This definition at 45 CFR 144.103 is cross-referenced in both 45 CFR 146.111(a)(1) and 45 CFR 147.2704, and it applies in both the group and individual health insurance markets, and also to entities that provide coverage to Federally eligible individuals.


3.  Treatment of Non-Federal Governmental Plans (45 CFR 146.180)


 The Affordable Care Act made numerous changes to Title XXVII of the PHS Act, including to section 2721(b)(2), which permitted the sponsor of a self-funded non-Federal governmental plan, as defined in 45 CFR 144.103, to elect to exempt the plan from certain requirements of Title XXVII of the PHS Act.  This is referred to herein as the “opt-out provision.”   Section 1001(4) of the Affordable Care Act re-designated section 2721 as section 2735.  Section 1562(b)(12) of the Affordable Care Act amended section 1001(4) by re-designating section 2735(b)(2) as section 2722(a)(2).



Additionally, section 1562(a)(2) of the Affordable Care Act further amended the opt-out provision in §2722 by adding a new subparagraph (a)(2)(E), which prohibits a sponsor of a self-funded non-Federal governmental plan from electing to exempt the plan from the Subparts I and II in Part A of the revised Title XXVII.  Subpart I (“General Reform”) contains the provisions of the original Subpart 1 of Part A of title XXVII of the PHS Act.  The requirements in the original Subpart 1 included limitations on preexisting condition exclusion periods, special enrollment periods and prohibitions against discriminating against individual participants and beneficiaries based on health status.  Because of the prohibition in PHS Act section 2722(a)(2)(E), self-funded non-Federal governmental plans can no longer elect to be exempted from these provisions in Subpart I starting with plan years beginning on or after September 23, 2010.



Section 1001(2) of the Affordable Care Act redesignated sections 2704 through 2707 (which respectively set forth the provisions of the Newborns’ and Mothers’ Health Protection Act of 1996, the Mental Health Parity Act of 1996 (as amended by the Mental Health Parity and Addiction Equity Act (2008)), the Women’s Health and Cancer Rights Act of 1998, and Michelle’s Law (2008)) as sections 2725 through 2728, respectively, which are contained in a revised Subpart 2,  “Exclusion of Plans; Enforcement; Preemption.”   A sponsor of a self-funded non-Federal governmental plan may continue to elect to exempt its plan from the requirements of Subpart 2 (which is separate from Subpart II) of Part A of Title XXVII since the prohibition in section 2722(a)(2)(E) does not reference Subpart 2.



Section 1004 of the Affordable Care Act provides, in pertinent part, that the amendments made by section 1001 are “effective for plan years beginning on or after the date that is 6 months after the date of enactment of this Act[.]”  The Affordable Care Act was enacted on March 23, 2010.  Therefore, section 1001, as amended by section 1562(a) and (b)(12), is effective for group health plan years beginning on or after September 23, 2010.  The Affordable Care Act makes no exception for plan years beginning on or after September 23, 2010 that are governed by a previously ratified collective bargaining agreement under which the plan sponsor has elected to exempt the self-funded plan from one or more requirements of Subpart 1.  The grandfathering provision in section 1251(d) of the Affordable Care Act only applies to insured collectively bargained plans.  Accordingly, without regard to a collective bargaining agreement, a sponsor of a self-funded non-Federal governmental plan that commences a new plan year on or after September 23, 2010 can no longer elect to exempt the plan from requirements of Subpart 1.   An example in these interim final regulations illustrates this. 



Section 146.180 is being revised to reflect changes made by the Affordable Care Act, to add conforming changes and to make certain additional changes unrelated to the Affordable Care Act, such as updating the address to which an opt-out election should be submitted, updating an example to reflect more recent dates, and removing outdated text.  



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of subtitle K of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act 2701 through 2728 and the incorporation of them into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.



These rules are being adopted on an interim final basis because the Secretaries have determined that  it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process is completed.  The statutory requirements implemented in these interim final regulations were enacted on March 23, 2010, and apply for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2714 to allow dependent children to enroll in a group health plan until they are 26, these interim final regulations require that an enrollment period be provided for no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of preventive health services that must be provided under section PHS Act section 2713, if the recommendation or guideline requiring coverage of the service was issued before September 23, 2009, group health plans and health insurance issuers have to be prepared to provide coverage of the preventive services by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or eliminating lifetime limits under PHS Act section 2711, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



For the foregoing reasons, the Departments have determined that it is essential to provide certainty about what will be required of group health plans and health insurance issuers under the statutory requirements implemented in these final regulations as far in advance of September 23, 2010 as possible.  This makes it impracticable to engage in full notice and comment rulemaking before putting regulations into effect, and in the public interest to do so through interim final regulations under which the public will have an opportunity for comment, but that opportunity will not delay putting rules in effect (a delay that could possible last past September 23, 2010).


Having a binding rule in effect is critical to ensuring that individuals entitled to the new protections being implemented have these protections uniformly applied.  Even if a notice of proposed rulemaking were issued, it would not be binding, and different group health plans or health insurance issuers could interpret the statutory language in different ways.  It therefore is in the public interest that these interim final regulations be in effect and apply when the statutory protections being implemented apply.


IV.  Economic Impact and Paperwork Burden


[insert new RIA]


V.  Statutory Authority



The Department of the Treasury temporary and final regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Public Law 104-191, 110 Stat. 1936; sec. 401(b), Public Law 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Public Law 110-343, 122 Stat. 3765; Public Law 110-460, 122 Stat. 5123; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.



List of Subjects



26 CFR Part 54



Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.



29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.



45 CFR Part 146


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.


� The term “group health plan”, which includes both insured and self-insured group health plans and is used in Title XXVII of the PHS Act, Part 7 of ERISA, and Chapter 100 of the Code, is distinct from the term “health plan” used in Title I of the Affordable Care Act, which does not include self-insured group health plans.  



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in Chapter 100 of the Code.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Section 9005 of the Affordable Care Act specifically limits the annual amount of salary reduction contributions for health flexible spending arrangements.  



� Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.



� See the Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�.



� For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Under PHS Act section 2713(a)(5), United States Preventive Services Task Force recommendations regarding breast cancer screening, mammography, and prevention issued in or around November of 2009 are not to be considered current recommendations on this subject for purposes of PHS Act section 2713(a)(1).  Thus, the recommendations regarding breast cancer screening, mammography, and prevention issued by the task force prior to those issued in or around November of 2009 (that is, those issued in 2002) will be considered current until new recommendations in this area are issued by the task force.



�  Section 2713(b)(1) refers to an interval between “the date on which a recommendation described in subsection (a)(1) or (a)(2) or a guideline under subsection (a)(3) is issued and the plan year with respect to which the requirement described in subsection (a) is effective with respect to the service described in such recommendation or guideline.”  While the first part of this statement does not mention guidelines under subsection (a)(4), it would make no sense to treat the services covered under (a)(4) any differently than those in (a)(1), (a)(2), and (a)(3).  First, the same sentence refers to “the requirement described in subsection (a),” which would include a requirement under (a)(4).  Secondly, the guidelines under (a)(4) are from the same source as those under (a)(3), except with respect to women rather than infants, children and adolescents; and other preventive services involving women are addressed in (a)(1), so there is no plausible policy rationale for treating them differently.  Most importantly, if the “interval” under section 2713(b) did not govern when services had to be covered under section 2713(a)(4), it is not clear when such services would have to be covered.   It would make no sense to take the position that they had to be covered upon enactment, on March 23, 2010, or to say that because they are not addressed in section 2713(b) they would never have to be covered.  Yet, if the interval in section 2713(b) did not apply, it is not clear what other date would govern.  These interim final regulations accordingly apply the intervals established therein to services under 2713(a)(4).



� For example, if a recommendation of the United States Preventive Services Task Force is downgraded from a rating of A or B to a rating of C or D, or if a recommendation or guideline is superseded by a more current recommendation or guideline.



� In the group market, section 9802(a) of the Code, section 702(a) of ERISA, and section 2705 of the PHS Act provide that a plan or issuer cannot impose any rule for eligibility for benefits (including any rule excluding coverage) based on a health factor, including a preexisting condition.  These rules were added by HIPAA and generally became applicable for group health plans for plan years beginning on or after July 1, 1997.  Similar guidance regarding re-enrollment rights for individuals previously denied coverage due to a health factor was issued by the Departments of the Treasury, Labor, and HHS on December 29, 1997,  at 62 FR 67689 and on January 8, 2001 at 66 FR 1378, 1403, 1410, 1418.



� See 26 CFR 54.9801-6(d), 29 CFR 701-6(d), 45 CFR 146.117(d).



� As used in this chart, PY refers to plan year (in the individual market, policy year).



� Restricted annual limits may be imposed for plan or policy years beginning before January 1, 2014 in amounts specified in these interim final regulations.



� For grandfathered group health plans and group health insurance issuers, for plan years beginning before January 1, 2014, PHS Act section 2714 is applicable in the case of an adult child only if the adult child is not eligible for other employer sponsored health plans coverage (as described in these interim final regulations).  These interim final regulations clarify that, in the case of an adult child who is eligible for coverage under the employer-sponsored plans of both parents, neither parent’s plan may exclude the adult child from coverage based on the fact that the adult child is eligible to enroll in the other parent’s employer-sponsored plan.







�Can we get rid of this whole paragraph?  Cross reference the discussion in the economic analysis that goes over these same statistics?







If not, use cite for the 1st sentence from economic analysis cite to Mercer survey (FN 31 in old draft)



�For discussion.
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Fw: Comment Letter

		From

		Turner, Amy - EBSA

		To

		Mayhew, James A. (CMS/CPC); Kosin, Donald (HHS/OGC); Corrigan, Dara (HHS/OHR); russell.e.weinheimer@irscounsel.treas.gov; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Alan.Tawshunsky@irscounsel.treas.gov; George.Bostick@do.treas.gov; helen.morrison@do.treas.gov

		Recipients

		James.Mayhew@cms.hhs.gov; Donald.Kosin@HHS.GOV; Dara.Corrigan@hhs.gov; russell.e.weinheimer@irscounsel.treas.gov; Kevin.Knopf@do.treas.gov; Karen.B.Levin@irscounsel.treas.gov; Alan.Tawshunsky@irscounsel.treas.gov; George.Bostick@do.treas.gov; helen.morrison@do.treas.gov




Fyi 


---------------

  Sent via Blackberry





From: Tinnes, Christy (CAT@groom.com) <CTinnes@groom.com>

To: Turner, Amy - EBSA

Sent: Fri May 28 11:23:55 2010
Subject: Comment Letter













Hi Amy -

 

We have a client who is trying to send in comments related to annual limit guidance.   I know there is no formal RFI, but we keep hearing that now is the
 time to submit comments.  He's not sure where to file (other than sending to Secretary Sebelius).  I'm attaching here (as you are my "channel with the DOL"), but if there is somewhere else I should send, please let me know.  I'm simply forwarding along - we
 didn't draft these.

 

I talked to Janet Walters this week about DOL Speaks - that sounds fun.  And it's at National Harbor, which is neat.  Since it's a Monday, I may bring my
 boat down for the weekend.

 

Good luck with all these regs - I know this must be a ton of work (although I'm personally kind of happy nothing came out before Memorial Day!).

 

Christy

 


Christy A. Tinnes / Groom Law Group, Chartered / 1701 Pennsylvania Ave., NW / Washington, DC 20006 / (202) 861-6603 (direct dial) / (202) 659-4503 (fax) /
ctinnes@groom.com /
www.groom.com


















Christy A. Tinnes / 1701 Pennsylvania Ave., N.W. / Washington, DC 20006 / Phone: 202-861-6603 / Fax: 202-659-4503 / www.Groom.com / CTinnes@groom.com 









From: Chris Caveness [mailto:caveness@hwbs.com]


Sent: Wednesday, May 26, 2010 4:22 PM

To: St. Martin, Andree (ams@groom.com); Tinnes, Christy (CAT@groom.com)

Cc: Jeff Webb

Subject: Secretary Sebelius Letter

Importance: High








Hello Andre & Christy.



 



I understand we have a small window to get comments to Secretary Sebelius and HHS about the annual
 limits clarification in the Patient Protection & Affordable Care Act.



 



Please use your channels with the DOL to have the attached letter get into the hands of the decision
 makers finalizing the rules on annual benefits limits and the transition to 2014.



 



Thanks!!!!



 



Chris



 




 



 



 



 



 



 



 



 







 Chris
 Caveness, President



 P.O.
 Box 21109

 Roanoke, VA 
24018

 T. 800.283.4927

 F. 540.725.3738



 http://www.hwbs.com



This e-mail contains information belonging to the Sender which is legally privileged and confidential.  The information is intended only for the use of
 the individual or entity named.  If the reader of this message is not the intended recipient, you are hereby notified that any disclosure, dissemination, distribution, copying, or taking of any action in reliance on the contents of this information is strictly
 prohibited.  If you have received this communication in error, please notify us immediately by telephone or e-mail.  Thank you



 





 
























Notice: This message is intended only for use by the person or entity to which it is addressed. Because it may contain confidential information intended solely for the addressee, you are notified that any disclosing, copying, downloading, distributing, or retaining of this message, and any attached files, is prohibited and may be a violation of state or federal law. If you received this message in error, please notify the sender by reply mail, and delete the message and all attached files. 








To comply with U.S. Treasury Regulations, we also inform you that, unless expressly stated otherwise, any tax advice contained in this communication is not intended to be used and cannot be used by any taxpayer to avoid penalties under the Internal Revenue Code, and such advice cannot be quoted or referenced to promote or market to another party any transaction or matter addressed in this communication.
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FW: 1:00pm Weds - Annual Limits meeting

		From

		Drobac, Krista (HHS/OCIIO)

		To

		Mayhew, James A. (CMS/CPC); Larsen, Steven (HHS/OCIIO)

		Recipients

		James.Mayhew@cms.hhs.gov; Steven.Larsen@hhs.gov







Looks like the meeting I’ll be attending
tomorrow is also on the annual limits issue.  Attached is a proposal from
the company.  




 














From: Fitzgerald, Erin
(HHS/ASL) 

Sent: Tuesday, May 18, 2010 2:49
PM

To: Drobac, Krista (HHS/OCIIO)

Subject: RE: 1:00pm Weds - Annual
Limits meeting







 




We are all set to meet with Guardmark
(and Schumer and Wyden’ offices) tomorrow at 1:00pm.  We’ll be
meeting in Wyden’s office - Dirksen 223.  I have a car for us
leaving at 12:45pm from 1B. 




 




Also, I believe I sent this over before, but attached is the
proposal Guardsmark wrote up on how they want HHS to define restricted annual
limits prior to 2014. 




 




Thanks a million (and awesome haircut),




Erin 




 




 






Erin Fitzgerald




Office of the Assistant Secretary for
Legislation




U.S. Department of Health and Human Services




 









 







 









Guardsmark Proposal (HHS) 050410.doc

Guardsmark Proposal (HHS) 050410.doc

Proposal of Guardsmark LLC



Regarding Regulations Implementing New Section 2711



Of the Public Health Service Act Regarding Annual Benefit Limits



April 30, 2010


Summary:  Guardsmark provides no-premium health insurance to its private-security officer employees, and they participate at a rate of 76%.  In order to make this generous benefit economically rational, however, the company imposes certain annual benefit limits.  While the company is planning now to end the annual limits by 2014, it needs regulatory flexibility on its annual limits policy between today and 2014 in order to continue offering a no-premium benefit that results in high employee participation rates.  The following is a regulatory justification and proposal to achieve this result. 



1.  Background on Company Health Plan.  Guardsmark employs approximately 17,000 people nationwide in the private security industry.  While Guardsmark has higher salaries and much lower turnover than its industry competitors, a significant portion of its employees are at the lower end of the economic ladder.  Guardsmark has offered all full-time employees a no-premium health insurance plan since 2000, in order to maximize employee participation in our health-care plan, and the current employee participation rate is 76% as a result.  We are confident that, if a premium were imposed, employee participation would decrease significantly.



In order to make this no-premium policy economically viable for the company, however, Guardsmark has imposed an annual benefit limit of $25,000.  With respect to 99% of plan members, the annual limit is never reached.  While “catastrophic” illnesses do arise, the company offers supplemental coverage for many of such conditions, and some employees choose this option.  Raising the annual limit immediately for all employees, however, or removing it entirely, would dramatically raise the cost to the company of its health insurance plan, the company would be forced to impose an employee premium, and reduced employee participation is almost certain.  Guardsmark wishes to avoid this result.



2.  New Annual Limits.  New Section 2711(a) of the Public Health Service Act clarifies that no annual limits will be permitted as of the 2014 plan year, requires the package of “essential health benefits” to be offered by any employer offering health insurance before that date, and directs the Secretary of HHS to draft regulations defining the manner in which an annual limit may be imposed prior to 2014.  There are two statutory parameters that the Secretary must follow:  (i) no annual limit may eliminate a health benefit deemed “essential,” although a reduction in the scope of any such benefit is permitted; and (ii) the “Secretary shall ensure that access to needed services is made available with a minimal impact on premiums.”



3.  Need for Regulatory Relief.  Guardsmark respectfully submits that it falls precisely into the category of companies that this Section 2711 addresses.  As described by the economic analysis above, failure by HHS to provide Guardsmark and similarly situated companies with flexibility on annual limits prior to 2014 will result in regrettable but necessary premium increases, and therefore an almost certain decreased participation by employees in existing group health care plans.  In order to avoid this result, regulatory flexibility on annual limits during the current transition period is critical.



4.  Proposed Regulatory Language.  Guardsmark proposes that the following concept or language be included in the upcoming HHS regulation implementing the annual benefit limits transition period:



“Between the date of enactment of Section 2711(a) of the Public Health Service Act (as amended by the Patient Protection and Affordable Health Care Act of 2010) and January 1, 2014, an employer providing health care insurance to its employees prior to December 31, 2009, may continue to impose any annual benefit limits it had in effect on such date, provided that:  




“(i) as of the effective date of this rule, the company offers coverage available under its health insurance plan for all “essential health benefits” as defined in Section 1302(b) of the Patient Protection and Affordable Health Care Act, subject to any annual benefit limits permitted by this rule, and 




“(ii) it does not increase the level of premium charged to its employees participating in such plan because of the new annual limit restrictions. 



Nothing in this rule shall be construed to prevent an employer described in this section from imposing or increasing a premium to its employees for health care insurance based on the elimination of other benefit limits pursuant to the Patient Protection and Affordable Health Care Act of 2010.”








Re: Hill Q - Annual Limits

		From

		Mayhew, James A. (CMS/CPC)

		To

		Drobac, Krista (HHS/OCIIO)

		Recipients

		Krista.Drobac@hhs.gov




We can't elaborate at this point what "restricted" means- still up for discussion.  The retricted annual limit provision does not apply to grandfathered individual plans.  Finally, the reconcilition bill did not move up the date to 2010.

Jim Mayhew

Director, Division of Private Health Insurance

Centers for Medicare & Medicaid Services



Sent from my Blackberry Handheld Device





From: Drobac, Krista (HHS/OCIIO)

To: Fitzgerald, Erin (HHS/ASL)

Cc: Taylor, Bridgett (HHS/ASL); Kidwell, Lauren (HHS/ASL); Engel, Elizabeth (HHS/ASL); Mayhew, James A. (CMS/CPC)

Sent: Fri May 14 18:29:50 2010
Subject: Re: Hill Q - Annual Limits





Jim:  can you answer these follow up questions?  Thanks.





From: Fitzgerald, Erin (HHS/ASL)

To: Drobac, Krista (HHS/OCIIO)

Cc: Taylor, Bridgett (HHS/ASL); Kidwell, Lauren (HHS/ASL); Engel, Elizabeth (HHS/ASL)

Sent: Fri May 14 18:27:41 2010
Subject: RE: Hill Q - Annual Limits








Hey Krista – sorry to bug again. 
Just wanted to check in on these two follow-up q’s. We’re getting
bugged by Hill offices on these issues.  Thanks! 




 














From: Fitzgerald, Erin (HHS/ASL) 

Sent: Wednesday, May 12, 2010 6:44
PM

To: Drobac, Krista (HHS/OCIIO)

Cc: Engel,
 Elizabeth (HHS/ASL); Taylor,
 Bridgett (HHS/ASL); Kidwell, Lauren (HHS/ASL)

Subject: RE: Hill Q - Annual
Limits







 




Hey there – quick follow-up
questions to your email below.   




 




1) In the sentence about annual limits you
say that they will be permissible on a “restricted” basis for group
health plans – are you able to elaborate what “restricted”
means?  Is it the same as for the individual plans in existence on March
23, 2010 and described in the last sentence?  




 




2) Also, while the Senate bill allowed
group plans to maintain annual limits until 2014, did the reconciliation bill
move it up to 2010.  Is that wrong?




 




Thanks!




Erin 




 














From: Drobac, Krista
(HHS/OCIIO) 

Sent: Thursday, May 06, 2010 9:16
AM

To: Fitzgerald,
 Erin (HHS/ASL)

Cc: Engel,
 Elizabeth (HHS/ASL); Taylor,
 Bridgett (HHS/ASL); Kidwell, Lauren (HHS/ASL)

Subject: RE: Hill Q - Annual
Limits







 




We are hearing a lot about this
issue.  The brokers are ginning it up.  Given that the reg is still
under development, here is what I think we can say:




 




The statute only
prohibits lifetime limits for plan or policy year beginning on or after
September 23, 2010.  Annual limits will be permissible on a restricted
basis for group health plans and individual health insurance plans until
January 1, 2014.  The regulations will discuss in some detail the
restrictions on annual limits. For individual health insurance plans that were
in existence on March 23, 2010, the existing annual limits will be permitted to
remain the same for as long as the individual keeps the policy and as long as
there is no substantial change to the policy.




 




 














From: Fitzgerald, Erin (HHS/ASL) 

Sent: Wednesday, May 05, 2010
11:16 PM

To: Drobac, Krista (HHS/OCIIO)

Cc: Engel,
 Elizabeth (HHS/ASL); Taylor,
 Bridgett (HHS/ASL); Kidwell, Lauren (HHS/ASL)

Subject: Hill Q - Annual Limits







 




Hey Krista - offices are hearing a lot of
concerns from businesses in their state as to how the “no lifetime/
annual limits” provision will affect the businesses’ premiums
and/or the insurance options they have.  Here’s one specific
question we have.  Can you help answer?




 




Thanks,




Erin 




 




Background: 
Rep. Larsen and Senator Cardin are concerned that the prohibition on annual
benefit limits will force out group limited benefit plans.  These cheaper
plans offer very limited benefits, and Larsen/Cardin agree that we don’t
want people in plans like that in the long term.  However, 1.5 million
people currently have limited benefit plans, and they are concerned about what
will happen to these 1.5 million people in the gap between when this provision
takes effect later this year, and when the exchanges are up and running in
2014.  Cardin’s folks are also worried about the insurers offering
these plans will go out of business.  They are concerned that because they
have mostly healthy people that they won’t be able to meet the MLR
(duh), they want to know how we will handle this.




 




Q:  How does HHS plan to address the
possibility that the prohibition of annual benefit limits will force out group
limited benefit plans? Obviously we can’t pre-judge the regs and if any specific
groups of people will be addressed specifically, but is there any info we can
share?  




 




 




 




.




 










FW: Reg Text 4.27.10 1pm

		From

		Mayhew, James A. (CMS/CPC)

		To

		Larsen, Steven (HHS/OCIIO)

		Recipients

		Steven.Larsen@hhs.gov






Here is the bundled reg text before the WH requested that it be broken out.



>-----Original Message-----

>From: Baum, Beth - EBSA [mailto:baum.beth@dol.gov]

>Sent: Tuesday, April 27, 2010 2:48 PM

>To: Baum, Beth - EBSA; Benson, Susanna - SOL; Butikofer, James - EBSA;

>Corrigan, Dara (HHS/ASPE); Cosby, Chris - EBSA;
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Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR HEALTH INSURANCE PORTABILITY AND RENEWABILITY FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 is revised to read as follows:



Authority: 



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*




4. Section 2590.715 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) In general.  (1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  (The denial of an application for coverage based on a preexisting condition exclusion also violates PHS Act section 2702 (guaranteed availability of coverage) and PHS Act section 2705 (prohibition against discrimination based on health status) for policy years beginning on or after January 1, 2014.)


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child into the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13 year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13 year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13 year-old child.


§ 2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(e) Enrollment rights for individuals previously subject to lifetime limits.  See § 2590.715-2800 of this Part for rules requiring that an enrollment opportunity be given to certain individuals who have reached a lifetime limit on the dollar value of all benefits before the date that the requirements of this section apply.



 (f) Applicability date.  The provisions of this section apply for plan years (in



the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.


(3)  The rules of this paragraph (a) are illustrated by the following example:




Example. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.


The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A was treated for acne six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s prior treatment for acne, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example, the plan cannot rescind A’s coverage because A’s failure to disclose the prior treatment for acne was not fraudulent or an intentional misrepresentation of material fact.  



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2713 Coverage of preventive health services.


(a) In general—(1)  Beginning at the time described in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide coverage for all of the following items and services, and may not impose any cost-sharing requirements with respect to those items or services:  


(i) Evidence-based items or services that have in effect a rating of A or B in the current recommendations of the United States Preventive Services Task Force (except as otherwise provided in paragraph (c) of this section);


(ii) Immunizations for routine use in children, adolescents and adults that have in effect a recommendation from the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention with respect to the individual involved (for this purpose, a recommendation from the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention is considered in effect after it has been adopted by the Director of the Centers for Disease Control and Prevention);


(iii) With respect to infants, children, and adolescents, evidence-informed preventive care and screenings provided for in comprehensive guidelines supported by the Health Resources and Services Administration; and


(iv) With respect to women, to the extent not described in paragraph (a)(1)(i) of this section, evidence-informed preventive care and screenings provided for in comprehensive guidelines supported by the Health Resources and Services Administration.



(2) Nothing in this paragraph (a) prohibits a plan or issuer from providing coverage for items and services in addition to those recommended by the United States Preventive Services Task Force or the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention, or provided for by guidelines supported by the Health Resources and Services Administration, or from denying coverage for items and services that are not recommended by that task force or that advisory committee, or under those guidelines.



 (b) Timing—(1) In general.  A plan or issuer must provide coverage pursuant to paragraph (a)(1) of this section for plan years (in the individual market, policy years) that begin on or after the later of September 23, 2010, or one year after the date the recommendation or guideline is issued.  


 (2)  Changes in recommendations or guidelines.  A plan or issuer is not required under this section to provide coverage for any items and services specified in any recommendation or guideline described in paragraph (a)(1) of this section after the recommendation or guideline is no longer described in paragraph (a)(1) of this section.  Other requirements of Federal or State law may apply in connection with a plan or issuer ceasing to provide coverage for any such items or services, including PHS Act section 2715(d)(4), which requires a plan or an issuer to give 60 days advance notice to an enrollee before any material modification will become effective.



(c) Recommendations not current.  For purposes of paragraph (a)(1)(i) of this section, and for purposes of any other provision of law, recommendations of the United States Preventive Services Task Force regarding breast cancer screening, mammography, and prevention issued in or around November 2009 are not considered to be current. 


(d) Applicability date.  The provisions of this section apply for plan years (in



the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans. 


§ 2590.715-2714 Eligibility of children until at least age 26.



(a) In general.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, that makes available dependent coverage of children must allow such coverage of children until attainment of 26 years of age.


(b) Restrictions on plan definition of dependent.  With respect to children who have not attained age 26, a plan or issuer may not define dependent for purposes of eligibility for dependent coverage of children other than in terms of a relationship between a child and the participant (in the individual market, the primary subscriber).  Thus, for example, a plan or issuer may not deny or restrict coverage for a child who has not attained age 26 based on the presence or absence of the child’s financial dependency (upon the participant or primary subscriber, or any other person
), residency with the participant (in the individual market, with the primary subscriber) or with any other person, student status, employment, or any combination of those factors.  In addition, a plan or issuer may not deny or restrict coverage of a child based on eligibility for other coverage, except that paragraph (g) of this section provides a special rule for plan years beginning before January 1, 2014 for grandfathered health plans that are group health plans.  (Other requirements of Federal or State law, including section 609 of ERISA or section 1908 of the Social Security Act, may mandate coverage of certain children.) 


(c) Coverage of grandchildren not required.  Nothing in this section requires a plan or issuer to make coverage available for the child of a child receiving dependent coverage.


(d) Uniformity irrespective of age.  The terms of the plan or health insurance coverage providing dependent coverage of children cannot vary based on age (except for children who are age 26 or older).


(e) Examples.  The rules of paragraph (d) of this section are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan offers a choice of self-only or family health coverage.  Dependent coverage is provided under family health coverage for children of participants who have not attained age 26.  The plan imposes an additional premium surcharge for children who are older than age 18.



(ii) Conclusion.  In this Example 1, the plan violates the requirements of paragraph (d) of this section because the plan varies the terms for dependent coverage for  children based on age.



Example 2. (i) Facts.  A group health plan offers a choice among the following tiers of health coverage: self-only, self-plus-one, self-plus-two, and self-plus-three-or-more.  The cost of coverage increases based on the number of covered individuals.  The plan provides dependent coverage for  children who have not attained age 26.



(ii) Conclusion.  In this Example 2, the plan does not violate the requirement of paragraph (d) of this section that the terms of coverage for dependent children not vary based on age.  Although the cost of coverage increases for tiers with more covered individuals, the increase applies without regard to the age of any dependent child.



Example 3. (i) Facts. A group health plan offers two benefit packages -- an HMO option and an indemnity option.  Dependent coverage is provided for children of participants who have not attained age 26.  The plan limits children who are older than age 18 to the HMO option.



(ii) Conclusion.  In this Example 3, the plan violates the requirements of paragraph (d) of this section because the plan varies the terms for dependent coverage for  children based on age.



(f) Enrollment rights for individuals who previously lost dependent status.  See § 2590.715-2800 of this Part for rules requiring that an enrollment opportunity be given to certain children under age 26 who are not granted coverage before the date on which the requirements of this section apply.



 (g) Special rule for grandfathered group health plans. For plan years beginning before January 1, 2014, a group health plan that qualifies as a grandfathered health plan under section 1251 of the Patient Protection and Affordable Care Act may exclude an adult child who has not attained age 26 from coverage only if the adult child is eligible to enroll in an eligible employer-sponsored health plan (as defined in section 5000A(f)(2) of the Internal Revenue Code) other than a group health plan of a parent.



 (h) Applicability date.  The provisions of this section apply for plan years (in



the individual market, policy years) beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code that apply to self-insured medical reimbursement plans (prohibiting discrimination in favor of highly compensated individuals as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2800 Transitional rules for individuals whose coverage ended by reason of reaching a lifetime limit or a dependent eligibility threshold.  



(a) Applicability.  The relief provided in the transitional rules of this section applies with respect to any individual who becomes eligible for coverage under a group health plan or group or individual health insurance coverage upon the effective date of a provision of subtitle A or subtitle C of title I of the Patient Protection and Affordable Care Act or the regulations thereunder and: 



(1) Whose coverage under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under § 2590.715-2711 of this Part, is no longer permissible); or



(2) Whose coverage ended, or who was denied coverage (or was not eligible for coverage) under a group health plan or group or individual health insurance coverage because, under the terms of the plan or coverage, the availability of dependent coverage of children ended before the attainment of age 26 (which, under § 2590.715-2714 of this Part, is no longer permissible).



(b) Opportunity to enroll required—(1) If a group health plan, or group or individual health insurance coverage, in which an individual described in paragraph (a) of this section is eligible to enroll is the plan or coverage in which the individual’s coverage ended for the reasons described in paragraphs (a)(1) or (a)(2) of this section, and if the plan, or the issuer of such coverage, is subject to the requirements of § 2590.715-2711 or § 2590.715-2714 of this Part, the plan and the issuer are required to give the individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  This opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, the first day of the first policy year) beginning on or after September 23, 2010.


(2)  The written notice must include a statement that individuals who lost coverage by reason of reaching a lifetime limit, or whose coverage ended, or who were denied coverage (or were not eligible for coverage) because the availability of dependent coverage of children ended before attainment of age 26, as applicable, are eligible to enroll in the plan or coverage.  The written notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  In the case of a group health plan providing benefits through health insurance coverage, a notice provided by the plan or the issuer satisfying the requirements of this paragraph (b) also satisfies these requirements with respect to the issuer or the plan.


(3) In the case of an individual who enrolls under this paragraph (b), coverage must take effect not later than the first day of the first plan year (in the individual market, the first day of the first policy year) beginning on or after September 23, 2010. 



(c) Treatment of enrollees in a group health plan.  For purposes of this Part, any individual enrolling in a group health plan pursuant to paragraph (b) of this section must be treated as if the individual were a special enrollee, as provided under the rules of § 2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit or cessation of dependent status.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit or cessation of dependent status.



(d) Examples.  The rules of this section are illustrated by the following examples:



Example 1. (i) Facts.  Employer X maintains a group health plan with a calendar year plan year.  For the 2010 plan year, the group health plan imposes a $1 million lifetime limit.  Individual A is an employee of X and a participant in X’s group health plan.  On April 15, 2010, A incurs claims under the group health plan that, together with all previous claims, exceed the lifetime limit.  On November 1, 2010, X’s group health plan provides written notice to A that individuals who lost coverage by reason of reaching a lifetime limit are eligible to enroll in the plan or coverage during the plan’s open season for the 2011 plan year, which runs from November 15, 2010 to December 15, 2010.  Enrollment will become effective on January 1, 2011.     




(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this section that it present an enrollment opportunity to A.



Example 2. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  For the 2010 plan year, the group health plan allows children of employees to be covered under the plan until age 19, or until age 23 for children who are full-time students.  Individual B, an employee of Y, and Individual C, B’s child and a full-time student, were enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, C turns 23 years old and loses dependent coverage under Y’s plan.  On or before January 1, 2011, Y’s group health plan gives B written notice that individuals who lost coverage by reason of ceasing to be a dependent before attainment of age 26 are eligible to enroll in the plan or coverage, and that individuals may request enrollment for such dependents through February 14, with enrollment effective retroactively to January 1, 2011.  




(ii) Conclusion.  In this Example 2, the plan has complied with the requirements of this section that it present an enrollment opportunity to C.



Example 3. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan allows children of employees to be covered under the plan until age 22.  Individual D, an employee of Z, and Individual E, D’s child, are enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E turns 22 years old and ceases to be eligible as a dependent under Z’s plan and loses coverage.  D drops coverage but remains an employee of Z before October 1, 2010.  




(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 4. (i) Facts.  Same facts as Example 3, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.




(ii) Conclusion.  In this Example 4, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 5. (i) Facts.  Same facts as Example 3, except that E elected COBRA continuation coverage.  




(ii) Conclusion.  In this Example 5, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll other than as a COBRA qualified beneficiary (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 6. (i) Facts.  Employer X maintains a group health plan with a calendar year plan year.  Prior to 2011, the plan allows children of employees to be covered under the plan until the child attains age 22.  During the 2009 plan year, an individual with a 22-year old child joins the plan; the child is denied coverage because the child is 22.  




(ii) Conclusion.  In this Example 6, notwithstanding that the child was not previously covered under the plan, the plan must provide the child, not later than January 1, 2011, an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than January 1, 2011.  



§ 2590.715-2801 Preservation of right to maintain existing coverage.


(a) Definition of grandfathered health plan coverage—(1) In general—(i) Coverage provided by a group health plan, or a group or individual health insurance issuer, in which an individual was enrolled on March 23, 2010 is grandfathered health plan coverage (for as long as it maintains that status under paragraph (g) of this section), regardless of whether the individual renews the coverage after March 23, 2010.  For purposes of this section, a plan or health insurance coverage that provides grandfathered health plan coverage is referred to as a grandfathered health plan.  



(ii)  If, on March 23, 2010, no individuals in a group health plan were enrolled in a particular policy, certificate, or contract of insurance, that policy, certificate, or contract of insurance is not a grandfathered health plan with respect to the individuals in the group health plan.



(2)  Documentation of plan or policy terms on March 23, 2010.  To maintain status as a grandfathered health plan, a group health plan, or group or individual health insurance coverage, must –



(i)  Maintain records documenting the plan or policy terms in connection with the coverage in effect on March 23, 2010, and any other documents necessary to verify, explain, or clarify its status as a grandfathered health plan; and



(ii)  Make such records available for examination. 


(3)  Family members enrolling after March 23, 2010.  Grandfathered health plan coverage includes coverage of family members of an individual who enroll after March 23, 2010 in the grandfathered health plan coverage of the individual.


(b) Allowance for new employees to join current plan.  A group health plan (including health insurance coverage provided in connection with the group health plan) that provided coverage on March 23, 2010 and has retained its status as a grandfathered health plan (consistent with the rules of paragraph (g) of this section) is grandfathered health plan coverage for new employees (whether newly hired or newly enrolled) and their families enrolling in the plan after March 23, 2010.  


(c) General grandfathering rule—(1)  Except as provided in paragraphs (d) and (e) of this section, subtitles A and C of title I of the Patient Protection and Affordable Care Act (and the amendments made by those subtitles, and the incorporation of those amendments into ERISA section 715 and Internal Revenue Code section 9815) do not apply to grandfathered health plan coverage.  Accordingly, the provisions of PHS Act sections 2701, 2702, 2703, 2705, 2706, 2707, 2709, 2713, 2715A, 2716, 2717, 2719, and 2719A, as added or amended by the Patient Protection and Affordable Care Act, do not apply to grandfathered health plans.   In addition, the provisions of PHS Act section 2704, and PHS Act section 2711 insofar as it applies to annual limits, do not apply to grandfathered health plans that are individual health insurance coverage.  


(2)  To the extent not inconsistent with the rules applicable to a grandfathered health plan, a grandfathered health plan must comply with the requirements of the PHS Act, ERISA, and the Internal Revenue Code applicable prior to the changes enacted by the Patient Protection and Affordable Care Act.



(d) Provisions applicable to all grandfathered health plans.  The provisions of PHS Act section 2711 insofar as it applies to lifetime limits, and the provisions of PHS Act sections 2712, 2714, 2715, and 2718, apply to grandfathered health plans for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The provisions of PHS Act section 2708 apply to grandfathered health plans for plan years (in the individual market, policy years) beginning on or after January 1, 2014.



(e) Applicability of PHS Act sections 2704, 2711, and 2714 to grandfathered group health coverage—(1) The provisions of PHS Act section 2704 as it applies to enrollees who are under 19 years of age, and the provisions of PHS Act section 2711 insofar as it relates to annual limits, apply to grandfathered health plans that are group health plans (including group health insurance coverage) for plan years beginning on or after September 23, 2010.  The provisions of PHS Act section 2704 apply generally to grandfathered health plans that are group health plans (including group health insurance coverage) for plan years beginning on or after January 1, 2014.



(2) For plan years beginning before January 1, 2014, the provisions of PHS Act section 2714 apply in the case of an adult child with respect to a grandfathered health plan that is a group health plan only if the adult child is not eligible to enroll in an eligible employer-sponsored health plan (as defined in section 5000A(f)(2) of the Internal Revenue Code) other than a grandfathered health plan of a parent.



 (f) Effect on collectively-bargained plans.  In the case of health insurance coverage maintained pursuant to one or more collective bargaining agreements between employee representatives and one or more employers that was ratified before March 23, 2010, the coverage is grandfathered health plan coverage at least until the date on which the last of the collective bargaining agreements relating to the coverage that was in effect on March 23, 2010 terminates.  Any coverage amendment made pursuant to a collective bargaining agreement relating to the coverage which amends the coverage solely to conform to any requirement added by subtitles A and C of title I of the Patient Protection and Affordable Care Act (and the amendments made by those subtitles, and the incorporation of those amendments into ERISA section 715 and Internal Revenue Code section 9815) is not treated as a termination of the collective bargaining agreement.  After the date on which the last of the collective bargaining agreements relating to the coverage that was in effect on March 23, 2010 terminates, the determination of whether health insurance coverage maintained pursuant to a collective bargaining agreement is grandfathered health plan coverage is made under the rules of paragraph (g) of this section (comparing the terms of the coverage after the date the last collective bargaining agreement terminates with the terms of the coverage that were in effect on March 23, 2010).


(g) Maintenance of grandfather status—(1) Changes causing loss of grandfather status—(i)  Any of the following changes in the terms of a grandfathered health plan will cause the plan or coverage to cease to be a grandfathered health plan:



(A)  Any increase in a fixed-amount cost-sharing requirement (e.g., deductible, copayment, or out-of-pocket limit), determined as of the effective date of the increase, if the total increase in such requirement measured from March 23, 2010 exceeds a percentage equal to the sum of:



(1) 15 percent; and 



(2) The increase since March 2010 in the overall medical care component of the Consumer Price Index for All Urban Consumers (CPI-U) (unadjusted) published by the Department of Labor using the 1982 – 1984 base of 100, expressed as a percentage.  For this purpose, the increase in the overall medical care component is computed by dividing the index amount for any month in the twelve months before the new change is to take effect by 387.142 (the overall medical care component of the CPI-U (unadjusted) published by the Department of Labor for March 2010, using the 1982 – 1984 base of 100), subtracting one from that quotient, and then, to express as a percentage, multiplying by 100.


(B)  Any increase in a percentage cost-sharing requirement (such as increasing an individual’s 20 percent coinsurance requirement to 25 percent). 


(C) The elimination of all or substantially all benefits to diagnose or treat a



particular condition.  


(ii) In the case of a change not described in paragraph (g)(1)(i) or (g)(2) of this section, such as an elimination of less than all or substantially all benefits to diagnose or treat a particular condition, the rules of paragraph (g)(3) of this section apply. 



 (2) Safe harbor: changes that do not affect grandfather status.   The following changes in the terms of a grandfathered health plan do not change the status of the plan or coverage as a grandfathered health plan:



(i)  Any changes in the premium that, in the individual market, a health insurance issuer charges an individual for coverage.



(ii)  Any changes in the premium that, in the group market, a health insurance issuer charges an employer for coverage (or to the extent that a multiemployer plan is self-insured, changes in the total amount that an employer is required to pay for coverage). 



(iii)  Any changes in the amount that an employer or employee organization contributes toward coverage (whether insured or self-insured).



(iv)  Any changes in the amount that a participant is required to contribute towards coverage under a group health plan (whether insured or self-insured).



(v)  Any changes to comply with Federal or State legal requirements that apply to the grandfathered health plan.




(vi)  Any changes to voluntarily comply with provisions of the Patient Protection and Affordable Care Act that do not apply to the grandfathered health plan.




(vii)  For the first plan year beginning on or after September 23, 2010 (in the individual market, the first policy year), replacement of a lifetime limit with an annual limit as permitted by § 2590.715-2711 of this Part.



(viii)  Any decrease in cost-sharing for the individual (including the establishment of an out-of-pocket limit) or an increase in covered benefits (such as a new covered item or service).



(ix)  Any increase in a fixed-amount cost-sharing requirement (e.g., deductible, copayment, or out-of-pocket limit), determined as of the effective date of the increase, if the total increase in such requirement measured from March 23, 2010 does not exceed a percentage equal to the sum of:



(A) 15 percent; and 



(B) The increase since March 2010 in the overall medical care component of the CPI-U (unadjusted) published by the Department of Labor, using the 1982 – 1984 base of 100 expressed as a percentage.  For this purpose, the increase is computed in the manner described in paragraph (g)(1)(i)(A) of this section.  




(3) Other changes.  Changes other than those described in paragraph (g)(1)(i) or (g)(2) of this section do not cause a plan (in the individual market, policy) to lose grandfather status, unless one or more of such changes (considered in the aggregate and determined cumulatively since March 23, 2010) result in the coverage under the plan (or policy) being substantially different than the coverage that was provided on March 23, 2010.




(h) The rules of this section are illustrated by the following examples:



Example 1. (i) Facts. A group health plan not maintained pursuant to a collective bargaining agreement provides coverage through a group health insurance policy from Issuer X on March 23, 2010.  For the plan year beginning January 1, 2012, the plan enters into a new policy with Issuer Z.  



(ii) Conclusion.  In this Example 1, for the plan year beginning January 1, 2012, the group health insurance coverage issued by Z is not a grandfathered health plan under the rules of paragraph (a)(1)(ii) of this section because the policy issued by Z did not provide coverage on March 23, 2010.


Example 2.  (i)  Facts.   A group health plan not maintained pursuant to a collective bargaining agreement offers three benefit packages on March 23, 2010.   Option F is a self-insured option.  Options G and H are insured options.  Beginning July 1, 2013, the plan replaces the issuer for Option H with a new issuer.  



(ii)  Conclusion.  In this Example 2, the coverage under Option H is not grandfathered health insurance coverage as of July 1, 2013, consistent with the rule in paragraph (a)(1)(ii) of this section.  Whether the coverage under Options F and G is grandfathered health coverage is determined under the rules of paragraph (g) of this section.


Example 3. (i) Facts. A group health plan maintained pursuant to a collective bargaining agreement provides coverage through a group health insurance policy from Issuer W on March 23, 2010.  The group health plan enters into a new group health insurance policy with Issuer Y for the plan year starting on January 1, 2011. The collective bargaining agreement has not been amended and will not expire before December 31, 2011.


(ii) Conclusion.  In this Example 3, the group health plan, and the group health insurance policy provided by Y, remains a grandfathered health plan with respect to existing employees and new employees and their families because the coverage is maintained pursuant to a collective bargaining agreement ratified prior to March 23, 2010 that has not terminated.


Example 4. (i) Facts.  Same facts as Example 3, except the coverage with W is renewed under a new collective bargaining agreement effective January 1, 2012, with the only changes being changes described in paragraph (g)(2) of this section.  



(ii) Conclusion.  In this Example 4, the group health plan remains a grandfathered health plan pursuant to the rules of this section.  Moreover, the group health insurance policy provided by W remains a grandfathered health plan under the rules of paragraph (g) of this section.


Example 5. (i) Facts.  On March 23, 2010, a grandfathered health plan has a copayment requirement of $30 per office visit for primary care providers.  The plan is subsequently amended to increase the copayment requirement to $35.  Within the 12-month period before the $35 copayment takes effect, the greatest value of the overall medical care component of the CPI-U (unadjusted) is 415.    




(ii) Conclusion.  In this Example 5, the increase in the copayment from $30 to $35, expressed as a percentage is 16.67% (35 ÷ 30 = 1.1667; 1.1667 – 1 = 0.1667; 0.1667 = 16.67%).  The percentage increase in the overall medical care component of the CPI-U (unadjusted) from March 2010 is 7.20% (415 ÷ 387.142 = 1.0720; 1.0720 – 1 = 0.0720; 0.0720 = 7.20%).  The maximum percentage increase that would be permitted under paragraph (g)(1)(i)(A) is 22.20% (15% + 7.20% = 22.20%).  Because 16.67% does not exceed 22.20%, the change in the copayment requirement at that time does not cause the grandfathered health plan to lose grandfathered status.    


Should we add this �to make clear that financial dependency on a participant is not a “relationship” between child and participant?
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Interim Final Rules for Group Health Plans and Health Insurance Issuers under the Patient Protection and Affordable Care Act  


AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.



ACTION:  Interim final rules with request for comments.



SUMMARY:  This document contains interim final regulations implementing the requirements for group health plans and health insurance issuers in the group and individual markets under provisions of the Patient Protection and Affordable Care Act (the Affordable Care Act) regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, coverage of certain preventive health services without cost-sharing, coverage of dependent children to age 26, and discrimination in favor of highly compensated individuals.  These interim final regulations also provide guidance on grandfathered health plans under the Affordable Care Act.


DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Comment date.  Comments are due on or before [INSERT DATE 90 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].



Applicability date.  These interim final regulations generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  



All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.



Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB41, by one of the following methods:




●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Email:  E-OHPSCA.EBSA@dol.gov.  




●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB41.



Comments received by the Department of Labor will be posted without change to www.regulations.gov and www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  



Department of Health and Human Services.  In commenting, please refer to file code OCIIO-_______.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  



You may submit comments in one of four ways (please choose only one of the ways listed):




1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.



2.  By regular mail.  You may mail written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight



Department of Health and Human Services, 



Attention: OCIIO-_______, 



P.O. Box 8016, 



Baltimore, MD 21244-1850.



Please allow sufficient time for mailed comments to be received before the



close of the comment period.




3.  By express or overnight mail.  You may send written comments to the following address ONLY:



Office of Consumer Information and Insurance Oversight, 



Department of Health and Human Services, 



Attention: OCIIO-_______, 



Mail Stop C4-26-05,



7500 Security Boulevard,  



Baltimore, MD 21244-1850.



4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:



a.  For delivery in Washington, DC--



Centers for Medicare & Medicaid Services,



Department of Health and Human Services, 



Room 445-G, Hubert H. Humphrey Building, 



200 Independence Avenue, SW, 



Washington, DC 20201



(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the CMS drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)



b.  For delivery in Baltimore, MD--




Centers for Medicare & Medicaid Services, 




Department of Health and Human Services,




7500 Security Boulevard, 




Baltimore, MD 21244-1850




If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  




Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.




Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.




Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  




Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-114494-10, by one of the following methods: 



●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.




●  Mail: CC:PA:LPD:PR (REG-114494-10), room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.




●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-114494-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.



All submissions to the IRS will be open to public inspection and copying in room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.



FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; [INSERT], Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at [INSERT].



CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp). 



SUPPLEMENTARY INFORMATION:


I.  Background



The Patient Protection and Affordable Care Act (the Affordable Care Act), Public Law 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Public Law 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions in Part A of Title XXVII of the Public Health Service Act (PHS Act) relating to group health plans
 and health insurance issuers in the group and individual markets.  The Affordable Care Act adds section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of Part A of Title XXVII of the PHS Act applicable under ERISA and the Code to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, as if those provisions of the PHS Act were included in ERISA and the Code.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  Section 1251 of the Affordable Care Act, as modified by section 10103 of the Affordable Care Act and section 2301 of the Reconciliation Act, specifies that certain plans or coverage existing as of the date of enactment (i.e., grandfathered health plans) are only subject to certain provisions.


Subtitles A and C of title I of the Affordable Care Act amend the requirements of Title XXVII of the PHS Act (changes of which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of the Affordable Care Act are not to be "construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement" of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers stricter requirements than what is required by the Affordable Care Act will not be superseded by the Affordable Care Act.  



The Departments of Health and Human Services, Labor, and the Treasury (the Departments) expect to issue regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  This document contains interim final regulations implementing PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding rescissions), 2713 (requiring coverage of certain preventive health services without cost-sharing), 2714 (requiring dependent coverage of children to age 26), and 2716 (prohibiting discrimination in favor of highly compensated individuals).  These interim final regulations also provide guidance on the rules of section 1251 of the Affordable Care Act regarding grandfathering of group health plans and health insurance coverage and on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit or who lost or were not eligible for dependent coverage before age 26.  These provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions in PHS Act sections 2701 through 2719A will be addressed in future regulations.  


Because subtitles A and C of title I of the Affordable Care Act contain requirements that are applicable to both the group and individual health insurance markets, it would be duplicative to insert the requirements into both the existing 45 CFR Part 146 (Requirements for the Group Health Insurance Market) and 45 CFR Part 148 (Requirements for the Individual Health Insurance Market).  Accordingly, these interim final regulations create a new Part 147 in Subchapter B of 45 CFR to implement these provisions of the Affordable Care Act.  These provisions, to the extent that they apply to group health plans and group health insurance coverage, are also implemented under new provisions added to 29 CFR Part 2590 and 26 CFR Part 54.


II.  Overview of the Regulations



A.  PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)  


 SEQ CHAPTER \h \r 1
Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting conditions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



For group health plans and group health insurance issuers, a denial of coverage of an individual based on a preexisting condition exclusion also violates the HIPAA rules prohibiting discrimination based on a health factor.  Beginning on January 1, 2014, a denial of coverage of an individual based on a preexisting condition would also violate more than one provision in the individual market: the prohibition against preexisting condition exclusions, the guaranteed availability requirement, and the prohibition against discrimination based on health status.  Of course, if an individual was denied coverage beginning in 2014 on a ground other than the existence of a preexisting condition or a health factor, the denial would only violate the right to guaranteed availability.




The protections in the new PHS Act section 2704 generally apply to plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied benefits (in whole or part) based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan (in whole or part) based on their preexisting conditions.




These interim final regulations do not change the HIPAA rule that a plan’s or issuer’s exclusion of benefits for a condition from the plan or policy regardless of when the condition arose relative to the effective date of coverage is not a preexisting condition exclusion.  This point is still relevant for these interim final regulations and is illustrated with examples in the HIPAA regulations on preexisting condition exclusions.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)





Application to grandfathered health plans.  A grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-2801, 29 CFR 2590.715-2801, and 45 CFR 147.2801 regarding grandfathered health plans.


B.  PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)  


Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  However, these interim final regulations provide that the annual limit rules do not apply to health flexible spending arrangements.
  


The statute also allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits.  Rather than provide a definition of “essential health benefits,” these interim final regulations cross-reference section 1302(b) of the Affordable Care Act and applicable regulations.
 



These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  



The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may only establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”



In establishing the restricted annual limit, the Departments considered several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  



Approximately four percent of large employer plans, eight percent of small employer PPO plans, and 19 percent of individual market plans currently have annual limits.  Although available data show that very few health insurance plans impose annual limits, at least half of small group plans and over 75 percent of policies in the individual market impose lifetime limits.  The 2009 Kaiser Family Foundation/HRET Survey of Employers found that less than one percent of covered workers had lifetime limits less than $1 million, 16 percent had limits between $1 million and $1.99 million, 43 percent had lifetime limits of $2 million or more, and 41 percent had no lifetime maximum.
  Of those enrollees in indemnity plans with lifetime limits, 63 percent of single enrollees and 44 percent of family enrollees had lifetime maximums less than $2 million while less than one percent of enrollees in network-based arrangements, such as HMOs, PPOs, or high deductible health plans with savings options had lifetime maximums less than $2 million.  While it is possible that those plans with lifetime limits will switch to annual limits prior to the elimination of annual limits in 2014, group health plans and health insurance issuers could use a number of changes to benefit design to mitigate any potential premium increases.  



In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  This phased-in approach provides ample opportunity for plans with relatively low annual limits (e.g., $100,000, $250,000, or $500,000) to more gradually make adjustments that might smooth any increase in costs that might result from the increased minimum annual limits under these interim final regulations.  The proposed annual limit levels ensure that the vast majority of individuals who may experience high medical costs during the year will continue to have access to coverage.  


These interim final regulations provide the following minimum amounts for annual limits on the dollar value of benefits that are essential health benefits for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan (or policy) may only take into account essential health benefits.  


These interim final regulations provide an enrollment (in the individual market,  reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  This opportunity must be made available no later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  See discussion of transitional rules in Section II.G. of this preamble. 


Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


C.  PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712) 


PHS Act section 2712 provides rules regarding rescissions
 of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, or self-insured coverage.  These rules also apply regardless of any contestability period of the plan or issuer.



These interim final regulations include several clarifications regarding the standards for rescission.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employer group based on the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  



PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided, and then only as permitted under PHS Act sections 2702(c) and 2742(b).  Under these interim final regulations, even if prior notice is provided, rescission is only permitted in cases of fraud or an intentional misrepresentation of a material fact as permitted under the cited provisions.
  While this reference appears redundant, it is consistent with the first sentence. 



These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination.  Regulatory guidance regarding the provisions of PHS Act section 2719 is expected to be issued in the near future. 



Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.


D. PHS Act 2713, Coverage of Preventive Health Services (26 CFR 54.9815-2713, 29 CFR 2590.715-2713, 45 CFR 147.2713)  


 SEQ CHAPTER \h \r 1
Section 2713 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations require that a group health plan and a health insurance issuer offering group or individual health insurance coverage provide coverage of certain preventive health care services, and prohibit the imposition of cost-sharing in connection with these services.  




The statute and these interim final regulations require coverage of the following:



· Evidence-based items or services that have in effect a rating of A or B in the current recommendations of the United States Preventive Services Task Force.
   


· Immunizations for routine use in children, adolescents and adults that have in effect a recommendation from the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention with respect to the individual involved.  A recommendation of the the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention is considered to be “in effect” after it has been adopted by the Director of the Centers for Disease Control and Prevention.


· With respect to infants, children, and adolescents, evidence-informed preventive care and screenings provided for in the comprehensive guidelines supported Health Resources and Services Administration.  Currently, these are the guidelines included as part of the Bright Futures Initiative sponsored by the.Health Resources and Services Administration and the American Academy of Pediatrics.


· Health Resources and Services Administration guidelines concerning preventive care and screenings for women (not otherwise addressed by the recommendations of the United States Preventive Services Task Force).  No such guidelines currently exist, although the Department of HHS is considering options for developing these guidelines in the near term.



The complete list of recommendations and guidelines that are required to be covered under these provisions can be found at [http://www.hhs.gov/ociio/regulations/prevention/].  The statute and these interim final regulations clarify that a plan or issuer may cover preventive services in addition to those required to be covered by PHS Act section 2713.




The statute requires the Departments to establish an interval of not less than one year between when recommendations or guidelines under PHS Act section 2713(a)
 are issued, and the plan year (in the individual market, policy year) for which coverage of the services addressed in such recommendations or guidelines must be in effect.  These interim final regulations provide that such coverage must be provided for plan years (in the individual market, policy years) beginning on or after the later of September 23, 2010, or one year after the date the recommendation or guideline is issued.  Thus, recommendations and guidelines issued prior to September 23, 2009 must be provided for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   




Finally, these interim final regulations make clear that a plan or issuer is not required to provide coverage for any recommendation or guideline after the recommendation or guideline is no longer described in paragraph (a) of this section,
 but other requirements of Federal or State law may apply in connection with ceasing to provide coverage for any such recommendation or guideline, including the requirement under PHS Act section 2715(d)(4), which requires a plan or an issuer to give 60 days advance notice to an enrollee before any material modification will become effective.



Application to grandfathered health plans.  The requirements to cover these preventive health services without any cost-sharing do not apply to grandfathered health plans.


E.  PHS Act Section 2714, Continued Eligibility of Children until Age 26 (26 CFR 54.9815-


2714, 29 CFR 2590.715-2714, 45 CFR 147.2714)  


Section 2714 of the PHS Act, as added by the Affordable Care Act (and amended by the Reconciliation Act), and these interim final regulations provide that a plan or issuer that makes available dependent coverage for children must allow dependent coverage for children until attainment of 26 years of age.  The statute also authorizes the Departments to issue regulations to “define the dependents to which coverage shall be made available” under this rule.  These interim final regulations clarify that with respect to children who have not attained age 26, a plan or issuer may not define dependent for purpose of eligibility for coverage other than in terms of the relationship between the child and the participant (in the individual market, the primary subscriber).  Examples of factors that cannot limit dependent status include financial dependency, residency with the participant or primary subscriber, student status, employment status, eligibility for other coverage, or any combination of these.  These interim final regulations also provide that the terms of the plan or policy for dependent coverage cannot vary based on the age of a child, except for children age 26 or older.  Examples illustrate that surcharges for coverage of additional children are not allowed except where the charges apply regardless of the age of the child under age 26 and that the plan cannot vary benefits based on the age of the child under age 26. 



Before the enactment of the Affordable Care Act, many group health plans that provided dependent coverage limited the coverage to health coverage excludible from employees’ gross income for income tax purposes.  Thus, dependent coverage was limited to employees’ spouses and employees’ children that qualify as dependents for income tax purposes.  Consequently, these plans often conditioned dependent coverage, in addition to the age of the child, on student status, residency and financial support or other requirements indicating dependent status.  However, with the expansion of dependent coverage required by the Affordable Care Act to children until age 26, whether a child is a dependent is no longer an appropriate factor and may in fact be a proxy for age used to circumvent the new rule.  Therefore, these interim final regulations do not allow plans or coverage to use these requirements to deny dependent coverage to children.  Not only are these factors no longer appropriate in determining eligibility for adult children, these factors also may not be used to determine eligibility for dependent coverage for minor children.  The statute and these interim final regulations provide that nothing in PHS Act section 2714 requires a plan or issuer to make available coverage for a child of a child receiving dependent coverage.  


Application to grandfathered health plans.  The statute and these interim final regulations provide that the requirement to make available dependent coverage for children who have not attained age 26 generally applies to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For plan years beginning before January 1, 2014, these interim final regulations provide that a grandfathered health plan that is a group health plan may exclude an adult child who has not attained age 26 from coverage only if the child is eligible to enroll in an employer-sponsored health plan (as defined in section 5000A(f)(2) of the Code) other than a group health plan of a parent.  Thus, in the case of an adult child who is eligible for coverage under the employer-sponsored plans of both parents, neither parent’s plan may exclude the adult child from coverage based on the fact that the adult child is eligible to enroll in the other parent’s employer-sponsored plan.  These interim final regulations also provide an enrollment opportunity for children excluded from coverage because of age before the effective date of the rule.


F.  PHS Act Section 2716, Prohibiting Discrimination in Favor of Highly Compensated Individuals (26 CFR 54.9815-2716, 29 CFR 2590.715-2716, 45 CFR 147.2716)


PHS Act section 2716 and these interim final regulations incorporate the nondiscrimination rules of section 105(h) of the Code and apply them to group health plans that are not self-insured plans.  Section 105(h) generally prohibits self-insured medical reimbursement plans from discriminating in favor of highly compensated individuals in eligibility classifications or in benefits.  Section 105(b) of the Code generally excludes from an employee’s income (otherwise subject to federal income taxation) amounts received as reimbursement of medical care expenses for the employee or the employee’s spouse, dependents, or children who have not attained age 27 by the end of the taxable year.  If a self-insured medical reimbursement plan does not comply with the requirements of section 105(h), the general exclusion from income (and hence, from federal income taxation) under section 105(b) does not apply with respect to highly compensated individuals.  Highly compensated individuals are defined in section 105(h).



PHS Act section 2716 and these interim final regulations incorporate the substantive nondiscrimination requirements of Code section 105(h) but not the tax sanctions.  An insured group health plan failing to comply with the nondiscrimination requirements of Code section 105(h) is subject to the sanctions and remedies that generally apply for a plan failing to comply with the requirements of chapter 100 of the Code (generally, an excise tax of $100 per day per individual for each day the plan does not comply with the requirement), part 7 of ERISA (a civil action to enjoin a noncompliant act or practice or for appropriate equitable relief), or Title XXVII of the PHS Act (civil money penalties of $100 per day per individual for each day the plan does not comply with the requirement).  Thus, if a self-insured plan fails to comply with Code section 105(h), highly compensated individuals lose a tax benefit; if an insured group health plan fails to comply with Code section 105(h), the plan is subject to a civil action to compel it to provide nondiscriminatory benefits and the plan or plan sponsor is subject to an excise tax or civil money penalty of $100 per day per individual.  Rather than restate the rules under section 105(h) of the Code, these interim final regulations incorporate by reference those rules and applicable regulations.  




Application to grandfathered health plans.  The rules prohibiting discrimination in favor of highly compensated individuals do not apply to grandfathered health plans (but the rules of Code section 105(h) continue to apply to self-insured plans).



G.  Transitional Rules for Individuals Who Reached a Lifetime Limit or a Dependent Eligibility Threshold (26 CFR 54.9815-2800, 29 CFR 2590.715-2800, 45 CFR 147.2800)   



Certain new provisions of the PHS Act can affect individuals who previously were covered and lost coverage under a group health plan (in the individual market, policy) or were never eligible for coverage (including individuals denied coverage in the individual market).  For example, prior to the applicability date of PHS Act section 2711, an individual may have reached a lifetime limit under a group health plan or health insurance coverage and therefore lost coverage under the plan or coverage.  When the provisions of PHS Act section 2711 become applicable to the plan (or coverage), the plan (or coverage) can no longer exclude coverage for the individual by operation of the lifetime limit.  Similarly, prior to the applicability date of PHS Act section 2714, an individual who was covered under a group health plan or health insurance coverage as a dependent may have lost eligibility under the plan (or coverage) due to age prior to age 26.  Moreover, if, when a parent first became eligible for coverage, a child was under age 26 but older than the age at which the plan (or coverage) stopped covering children, the child would not have become eligible for the plan (or coverage).  When the provisions of PHS Act section 2714 become applicable, a plan or issuer can no longer exclude coverage for the individual prior to age 26.  Finally, a family member covered through a family policy in the individual market may be entitled to an opportunity to enroll if the family member is a dependent who previously lost coverage due to age while other family members remained in the coverage.
  



Accordingly, these interim final regulations provide transitional relief for an individual – (1) whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any individual; or (2) whose coverage ended, or who was denied coverage (or was not eligible for coverage) under a group health plan or health insurance coverage because, under the terms of the plan or coverage, the availability of dependent coverage of children ended before the attainment of age 26.



These interim final regulations require a plan or issuer to give such an individual an opportunity to enroll that continues for at least 30 days (including notice of the opportunity to enroll), regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711 and 2714).  Coverage must begin not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010, even if it means that the coverage must be retroactive. 



Any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under the HIPAA portability rules.
  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.



Examples in these interim final regulations illustrate the application of these transitional rules.  One example illustrates that, if a dependent child qualifies for an enrollment opportunity under this section and the parent is not enrolled but otherwise eligible for enrollment, the plan must provide an opportunity to enroll the parent, in addition to the dependent child.  Similarly, another example illustrates that, if a plan has more than one benefit package option, a dependent child qualifies for enrollment under this section, and the parent is enrolled in one benefit package option, the plan must provide an opportunity to enroll the dependent in any benefit package option for which the dependent is otherwise eligible (thus allowing the parent to switch benefit package options).  Another example illustrates that dependent children covered under a COBRA continuation provision must be given the opportunity to enroll as a dependent of an active employee.  In this situation, if the child loses eligibility for coverage due to a qualifying event (including aging out of coverage at age 26), the child has another opportunity to elect COBRA continuation coverage.  If the qualifying event is aging out, the COBRA continuation coverage could last 36 months from the loss of eligibility that relates to turning age 26.  The final example in this section illustrates that an employee who joined a plan prior to the applicability date of PHS Act section 2714, and has a dependent child who never enrolled because the child was too old under the terms of the plan but has not yet turned 26, has another opportunity to enroll the child under this section even though the child was not previously covered under the plan.  If the parent is no longer eligible for coverage under the plan (for example, if the parent has ceased employment with the plan sponsor), the plan would not be required to enroll the child.


Application to grandfathered health plans.  The requirement to give enrollment opportunities to individuals who reached a lifetime limit applies to all grandfathered health plans.  The requirement to give enrollment opportunities to individuals who are denied dependent coverage (or who are not eligible for dependent coverage) of a child prior to age 26 applies to all grandfathered health plans that are group health plans or group health insurance coverage, but does not apply to grandfathered health plans that are individual health insurance coverage.


H. Section 1251 of the Affordable Care Act, Preservation of Right to Maintain Existing Coverage (26 CFR 54.9815-2801, 29 CFR 2590.715-2801, 45 CFR 147.2801)    


Section 1251 of the Affordable Care Act, as modified by section 10103 of the Affordable Care Act and Reconciliation Act section 2301, provides that certain plans existing as of March 23, 2010 (the date of enactment of the Affordable Care Act), are only subject to certain provisions of the Affordable Care Act. The statute and these interim final regulations refer to these plans as grandfathered health plans.  The statute and these interim final regulations provide that a group health plan or group or individual health insurance coverage is a grandfathered health plan with respect to individuals enrolled on March 23, 2010 regardless of whether the individual later renews the coverage, subject to rules that disqualify a plan or coverage from the exception for grandfathered health plans if the plan or coverage makes certain changes.  


To maintain status as a grandfathered health plan, under these interim final regulations, a plan or issuer must maintain records documenting the plan or policy terms in connection with the coverage in effect on March 23, 2010, and any other documents necessary to verify, explain, or clarify its status as a grandfathered health plan.  In addition, the plan or issuer must make such records available for examination.  Accordingly, a participant, beneficiary, individual policy subscriber, State or Federal agency official would be able to inspect such documents to verify grandfathered status. 


The statute and these interim final regulations allow family members of individuals who are enrolled in a grandfathered plan to enroll in the plan after March 23, 2010; in such cases, the plan or coverage is also a grandfathered health plan with respect to the family members. 




In addition, the statute and these interim final regulations provide that a group health plan that provided coverage on March 23, 2010 generally is also a grandfathered health plan with respect to new employees (whether newly hired or newly enrolled) and their families that enroll in the grandfathered health plan after March 23, 2010; these interim final regulations clarify that in such cases any health insurance coverage provided under the group health plan in which an individual covered under the group health plan was enrolled on March 23, 2010 is also a grandfathered health plan. 



The Departments are considering whether the regulations should include measures to prevent an employer from taking advantage of a plan’s grandfathered status to enroll large numbers of employees of other employers.  In particular, the Departments are considering adopting a final rule under which the enrollment of employees of  employers who did not maintain the plan on March 23, 2010 should result in a loss of the plan’s grandfathered status, unless the new employers are members of a control group or otherwise share substantial business interests unrelated to the plan.  In addition, the Departments are considering adopting a final rule under which inordinate growth of a plan within a single plan year, other than by enrolling new employees of the original sponsoring employers and their families, should affect the plan’s grandfathered status.  The Departments solicit comments on whether, for example, a plan that grows by the greater of 200 participants or 200 percent within a plan year (not counting new employees of the original sponsors) should be regarded as so different that it is no longer the same plan for purposes of the grandfather rules of section 1251 of the Affordable Care Act.  The Departments also solicit comments on this and other appropriate measures to discourage abuse of grandfathered status.



A special rule for collectively bargained plans provides that, in the case of health insurance coverage maintained pursuant to one or more collective bargaining agreements ratified before March 23, 2010, the coverage is a grandfathered health plan at least until the date on which the last agreement relating to the coverage that was in effect on March 23, 2010 terminates.  Thus, before the applicable collective bargaining agreement terminates, any health insurance coverage provided pursuant to the collective bargaining agreement is a grandfathered health plan.   After the date on which the last of the collective bargaining agreements terminates, the determination of whether health insurance coverage maintained pursuant to a collective bargaining agreement is grandfathered health plan coverage is made under the rules of paragraph (g) of this section.  This determination is made by comparing the terms of the coverage after the date the last collective bargaining agreement terminates with the terms of the coverage that were in effect on March 23, 2010.



A grandfathered health plan generally is not subject to subtitles A and C of title I of the Affordable Care Act, except as specifically provided by the statute and these interim final regulations.  The statute and these interim final regulations provide that some provisions of subtitles A and C of title I of the Affordable Care Act continue to apply to all grandfathered health plans and some provisions continue to apply only to grandfathered health plans that are group health plans.  These interim final regulations clarify that, to the extent not inconsistent with the provisions that continue to apply to a grandfathered health plan, a grandfathered health plan must continue to comply with the requirements of the PHS Act, ERISA, and the Code that were applicable prior to the changes enacted by the Affordable Care Act. 



The following table summarizes the application of the Affordable Care Act’s health coverage reforms that apply to grandfathered plans:


			PHS Act Section


			Provision


			Application to Grandfathered plans


			Applies for PY
 Beginning on or after





			§2701


			Fair health insurance premiums


			Not applicable


			January 1, 2014





			§2702


			Guaranteed availability of coverage


			Not applicable 


			January 1, 2014





			§2703


			Guaranteed renewability of coverage


			Not applicable 


			January 1, 2014





			§2704


			Prohibition of preexisting condition exclusion or other discrimination based on health status


			Applicable to grandfathered group health plans and group health insurance coverage.  



Not applicable to grandfathered individual health insurance coverage.


			January 1, 2014



For individuals under age 19, September 23, 2010





			§2705


			Prohibiting discrimination against individual participants and beneficiaries based on health status


			Not applicable


			January 1, 2014





			§2706


			Nondiscrimination in health care


			Not applicable


			January 1, 2014





			§2707


			Comprehensive health insurance coverage (applicable to issuers in the individual and small group markets) 


			Not applicable 






			January 1, 2014





			§2708


			Prohibition on excessive waiting periods


			Applicable


			January 1, 2014





			§2709


			Coverage for individuals participating in approved clinical trials


			Not applicable


			January 1, 2014





			§2711


			No lifetime or annual limits


			Lifetime limits: Applicable 



Annual limits: Applicable to grandfathered group health plans and group health insurance coverage; not applicable to grandfathered individual health insurance coverage.



			September 23, 2010





			§2712


			Prohibition on Rescissions


			Applicable


			September 23, 2010





			§2713


			Coverage of preventive health 


			Not applicable


			September 23, 2010





			§2714


			Extension of dependent coverage


			Applicable



			September 23, 2010 









			§2715


			Development and utilization of uniform explanation of coverage documents and standardized definitions


			Applicable


			September 23, 2010









			§2715A


			Provisions of additional information


			Not applicable


			September 23, 2010





			§2716


			Prohibition of discrimination based on salary (not applicable to self-insured plans)


			Not applicable


			September 23, 2010





			§2717


			Ensuring quality of care


			Not applicable


			September 23, 2010





			§2718


			Bringing down cost of  health care coverage (for insured coverage)


			Applicable to insured grandfathered plans


			September 23, 2010





			§2719


			Appeals process


			Not applicable


			September 23, 2010





			§2719A


			Patient Protections


			Not applicable


			September 23, 2010









These interim final regulations include rules for determining when changes to the terms


of the grandfathered health plan cause the plan or coverage to cease to be a grandfathered health plan.  These rules specify certain changes that cause a plan to lose status as a grandfathered health plan, and also changes that will not cause a plan to lose status as a grandfathered health plan. 



Specifically, paragraph (g)(1) of this section of these interim final regulations provides that a grandfathered health plan will lose grandfather status if there is an increase, since March 23, 2010, in a fixed-amount cost-sharing requirement that is greater than 15 percent plus the increase in the overall medical care component of the Consumer Price Index for All Urban Consumers (unadjusted) published by the Department of Labor (CPI) since March 2010.  Fixed-amount cost-sharing includes, for example, a $500 deductible, a $30 copayment, or a $2,500 out-of-pocket limit.  The Departments acknowledge that medical inflation, as determined by the overall medical component of CPI, does not parallel medical inflation for any particular item or service.  Accordingly, to smooth out some of these differences, these interim final regulations do not automatically cause grandfathered health plans to lose their grandfathered status if a plan or issuer raises an individual copayment or other fixed-amount cost-sharing by more than the overall rate of medical inflation.  Instead, these interim final regulations provide that an increase in a deductible, copayment, or other fixed-amount cost-sharing will cause a plan to lose grandfathered status if the increase exceeds 15 percent plus the rate of medical inflation (as determined using the formula set forth in the regulations).  Paragraph (g)(2) of this section of these interim final regulations provides that an increase that does not exceed this amount does not cause a grandfathered health plan to lose its grandfathered status. 




In addition, paragraph (g)(1) of this section of these interim final regulations provides that an increase in a percentage cost-sharing requirement (such as increasing an individual’s 20 percent coinsurance requirement to 25 percent) will cause a plan to lose grandfathered status.  These cost-sharing arrangements already take into account, to some degree, medical inflation.   That is, to the extent the cost of a medical item or service increases, an individual may be required to pay more for it under a percentage cost-sharing requirement.  Accordingly, percentage cost-sharing requirements are treated differently than fixed-amount cost-sharing under the grandfather provisions of these interim final regulations. 




These interim final regulations also provide that the elimination of all or substantially all benefits to diagnose or treat a particular condition will cause a plan to lose grandfathering, regardless of whether the change is considered a substantial change overall under the plan.  Therefore, for example, if a plan eliminates all benefits for cystic fibrosis, which affects relatively few individuals covered under the plan, the plan will cease to be a grandfathered health plan, even if that change in benefit design is not considered a substantial change under paragraph (g)(3) of this section of these interim final regulations. 




Paragraph (g)(2) of this section of these interim final regulations sets forth changes that do not affect grandfathered status.  Specifically, the following changes do not affect grandfathered status: changes in the premiums charged by an issuer for coverage; changes in the amount that an employer or employee organization contributes toward coverage; changes to comply with applicable Federal or State legal requirements; changes to voluntarily comply with provisions of the Affordable Care Act that do not apply to grandfathered health plans; replacing a lifetime limit with an annual limit as permitted by 26 CFR 54.9815-2711, 29 CFR 2590.715-2711, or 45 CFR 147.2711 (discussed earlier in this preamble); or any decrease in cost-sharing for the individual or an increase in covered benefits.




For other changes, paragraph (g)(3) of this section of these interim final regulations provides a general standard for determining whether the plan or coverage is the same plan or coverage in which an individual was enrolled on March 23, 2010.  Specifically, paragraph (g)(3) provides that a change not described in paragraph (g)(1) or (g)(2) of this section does not cause a plan (in the individual market, policy) to lose grandfathered status, unless one or more of such changes, in the aggregate and determined cumulatively since March 23, 2010, result in the coverage under the plan (or policy) being substantially different than the coverage that was provided on March 23, 2010.  Whether or not there has been a substantial change is a facts and circumstances determination.



Examples illustrate the operation of the rules for grandfathered health plans.  The Departments request comments regarding the rules for grandfather health plans[, including the impact of the provisions on plans and issuers that made changes to plan terms after March 23, 2010 but prior to issuance of these interim final regulations as well as the impact on plans that  made changes to plan terms after March 23, 2010 pursuant to a contract entered into prior to that date
].


I.  Individual Market and Non-Federal Governmental Plan Reforms 


1.  References to the Public Health Service Act



Conforming changes to references to sections of Title XXVII of the PHS Act are made throughout Parts 144 and 146 to reflect the renumbering of certain sections by the Affordable Care Act.



2.  Definitions (45 CFR 144.103)


These interim final regulations define “policy year” as the 12-month period that is designated in the policy documents of individual health insurance coverage.  If the policy document does not designate a policy year (or no such document exists), then the policy year is the deductible or limit year used under the coverage.  If deductibles or other limits are not imposed on a yearly basis, the policy year is the calendar year.  The Affordable Care Act uses the term “plan year” in referring to the period of coverage in both the individual and group health insurance markets.  The term “plan year,” however, is generally recognized as having only relevance in the group health insurance market.  Accordingly, these interim final regulations substitute the term “policy year” for “plan year” in defining the period of coverage in the individual health insurance market. 



These interim final regulations revise the definition of “preexisting condition exclusion” to clarify that the denial of an application for coverage because of a preexisting condition in the individual health insurance market is a preexisting condition exclusion.  This definition at 45 CFR 144.103 is cross-referenced in both 45 CFR 146.111(a)(1) and 45 CFR 147.2704, and it applies in both the group and individual health insurance markets, and also to entities that provide coverage to Federally eligible individuals.


3.  Treatment of Non-Federal Governmental Plans (45 CFR 146.180)


 The Affordable Care Act made numerous changes to Title XXVII of the PHS Act, including to section 2721(b)(2), which permitted the sponsor of a self-funded non-Federal governmental plan, as defined in 45 CFR 144.103, to elect to exempt the plan from certain requirements of Title XXVII of the PHS Act.  This is referred to herein as the “opt-out provision.”   Section 1001(4) of the Affordable Care Act re-designated section 2721 as section 2735.  Section 1562(b)(12) of the Affordable Care Act amended section 1001(4) by re-designating section 2735(b)(2) as section 2722(a)(2).



Additionally, section 1562(a)(2) of the Affordable Care Act further amended the opt-out provision in §2722 by adding a new subparagraph (a)(2)(E), which prohibits a sponsor of a self-funded non-Federal governmental plan from electing to exempt the plan from the Subparts I and II in Part A of the revised Title XXVII.  Subpart I (“General Reform”) contains the provisions of the original Subpart 1 of Part A of title XXVII of the PHS Act.  The requirements in the original Subpart 1 included limitations on preexisting condition exclusion periods, special enrollment periods and prohibitions against discriminating against individual participants and beneficiaries based on health status.  Because of the prohibition in PHS Act section 2722(a)(2)(E), self-funded non-Federal governmental plans can no longer elect to be exempted from these provisions in Subpart I starting with plan years beginning on or after September 23, 2010.



Section 1001(2) of the Affordable Care Act redesignated sections 2704 through 2707 (which respectively set forth the provisions of the Newborns’ and Mothers’ Health Protection Act of 1996, the Mental Health Parity Act of 1996 (as amended by the Mental Health Parity and Addiction Equity Act (2008)), the Women’s Health and Cancer Rights Act of 1998, and Michelle’s Law (2008)) as sections 2725 through 2728, respectively, which are contained in a revised Subpart 2,  “Exclusion of Plans; Enforcement; Preemption.”   A sponsor of a self-funded non-Federal governmental plan may continue to elect to exempt its plan from the requirements of Subpart 2 (which is separate from Subpart II) of Part A of Title XXVII since the prohibition in section 2722(a)(2)(E) does not reference Subpart 2.



Section 1004 of the Affordable Care Act provides, in pertinent part, that the amendments made by section 1001 are “effective for plan years beginning on or after the date that is 6 months after the date of enactment of this Act[.]”  The Affordable Care Act was enacted on March 23, 2010.  Therefore, section 1001, as amended by section 1562(a) and (b)(12), is effective for group health plan years beginning on or after September 23, 2010.  The Affordable Care Act makes no exception for plan years beginning on or after September 23, 2010 that are governed by a previously ratified collective bargaining agreement under which the plan sponsor has elected to exempt the self-funded plan from one or more requirements of Subpart 1.  The grandfathering provision in section 1251(d) of the Affordable Care Act only applies to insured collectively bargained plans.  Accordingly, without regard to a collective bargaining agreement, a sponsor of a self-funded non-Federal governmental plan that commences a new plan year on or after September 23, 2010 can no longer elect to exempt the plan from requirements of Subpart 1.   An example in these interim final regulations illustrates this. 



Section 146.180 is being revised to reflect changes made by the Affordable Care Act, to add conforming changes and to make certain additional changes unrelated to the Affordable Care Act, such as updating the address to which an opt-out election should be submitted, updating an example to reflect more recent dates, and removing outdated text.  



III.  Interim Final Regulations and Request for Comments



Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of subtitle K of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act 2701 through 2728 and the incorporation of them into ERISA section 715 and Code section 9815.  



In addition, under Section 553(b) of the Administrative Procedure Act (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.



These rules are being adopted on an interim final basis because the Secretaries have determined that  it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process is completed.  The statutory requirements implemented in these interim final regulations were enacted on March 23, 2010, and apply for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Yet, the requirements in these regulations require significant lead time in order to implement.  



For example, in the case of the requirement under PHS Act section 2714 to allow dependent children to enroll in a group health plan until they are 26, these interim final regulations require that an enrollment period be provided for no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of preventive health services that must be provided under section PHS Act section 2713, if the recommendation or guideline requiring coverage of the service was issued before September 23, 2009, group health plans and health insurance issuers have to be prepared to provide coverage of the preventive services by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or eliminating lifetime limits under PHS Act section 2711, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      



For the foregoing reasons, the Departments have determined that it is essential to provide certainty about what will be required of group health plans and health insurance issuers under the statutory requirements implemented in these final regulations as far in advance of September 23, 2010 as possible.  This makes it impracticable to engage in full notice and comment rulemaking before putting regulations into effect, and in the public interest to do so through interim final regulations under which the public will have an opportunity for comment, but that opportunity will not delay putting rules in effect (a delay that could possible last past September 23, 2010).


Having a binding rule in effect is critical to ensuring that individuals entitled to the new protections being implemented have these protections uniformly applied.  Even if a notice of proposed rulemaking were issued, it would not be binding, and different group health plans or health insurance issuers could interpret the statutory language in different ways.  It therefore is in the public interest that these interim final regulations be in effect and apply when the statutory protections being implemented apply.


IV.  Economic Impact and Paperwork Burden


[insert new RIA]


V.  Statutory Authority



The Department of the Treasury temporary and final regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.




The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Public Law 104-191, 110 Stat. 1936; sec. 401(b), Public Law 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Public Law 110-343, 122 Stat. 3765; Public Law 110-460, 122 Stat. 5123; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.



List of Subjects



26 CFR Part 54



Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.



29 CFR Part 2590


Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.



45 CFR Part 146


Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.


� The term “group health plan”, which includes both insured and self-insured group health plans and is used in Title XXVII of the PHS Act, Part 7 of ERISA, and Chapter 100 of the Code, is distinct from the term “health plan” used in Title I of the Affordable Care Act, which does not include self-insured group health plans.  



� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in Chapter 100 of the Code.



� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 



� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).



� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).



� Section 9005 of the Affordable Care Act specifically limits the annual amount of salary reduction contributions for health flexible spending arrangements.  



� Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.



� See the Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  � HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf" ��http://ehbs.kff.org/pdf/2009/7936.pdf�.



� For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.



� The reference to section 2702(c) appears to be incorrect.  After the amendments made by the Affordable Care Act, PHS Act section 2702(c) addresses network requirements for guaranteed availability of coverage.  It seems more likely that the intended cross-reference is to new PHS Act section 2703(b), relating to nonrenewal of coverage in the group market, which corresponds to the other cross-reference, in PHS Act section 2742(b), to nonrenewal of coverage in the individual market.  Both these provisions contain the fraud and intentional misrepresentation of material fact standard included in the first sentence of section 2712.  In order to avoid confusion, these interim final regulations apply the fraud and misrepresentation standard found in sections 2703(b) and 2742(b).



� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.



� Under PHS Act section 2713(a)(5), United States Preventive Services Task Force recommendations regarding breast cancer screening, mammography, and prevention issued in or around November of 2009 are not to be considered current recommendations on this subject for purposes of PHS Act section 2713(a)(1).  Thus, the recommendations regarding breast cancer screening, mammography, and prevention issued by the task force prior to those issued in or around November of 2009 (that is, those issued in 2002) will be considered current until new recommendations in this area are issued by the task force.



�  Section 2713(b)(1) refers to an interval between “the date on which a recommendation described in subsection (a)(1) or (a)(2) or a guideline under subsection (a)(3) is issued and the plan year with respect to which the requirement described in subsection (a) is effective with respect to the service described in such recommendation or guideline.”  While the first part of this statement does not mention guidelines under subsection (a)(4), it would make no sense to treat the services covered under (a)(4) any differently than those in (a)(1), (a)(2), and (a)(3).  First, the same sentence refers to “the requirement described in subsection (a),” which would include a requirement under (a)(4).  Secondly, the guidelines under (a)(4) are from the same source as those under (a)(3), except with respect to women rather than infants, children and adolescents; and other preventive services involving women are addressed in (a)(1), so there is no plausible policy rationale for treating them differently.  Most importantly, if the “interval” under section 2713(b) did not govern when services had to be covered under section 2713(a)(4), it is not clear when such services would have to be covered.   It would make no sense to take the position that they had to be covered upon enactment, on March 23, 2010, or to say that because they are not addressed in section 2713(b) they would never have to be covered.  Yet, if the interval in section 2713(b) did not apply, it is not clear what other date would govern.  These interim final regulations accordingly apply the intervals established therein to services under 2713(a)(4).



� For example, if a recommendation of the United States Preventive Services Task Force is downgraded from a rating of A or B to a rating of C or D, or if a recommendation or guideline is superseded by a more current recommendation or guideline.



� In the group market, section 9802(a) of the Code, section 702(a) of ERISA, and section 2705 of the PHS Act provide that a plan or issuer cannot impose any rule for eligibility for benefits (including any rule excluding coverage) based on a health factor, including a preexisting condition.  These rules were added by HIPAA and generally became applicable for group health plans for plan years beginning on or after July 1, 1997.  Similar guidance regarding re-enrollment rights for individuals previously denied coverage due to a health factor was issued by the Departments of the Treasury, Labor, and HHS on December 29, 1997,  at 62 FR 67689 and on January 8, 2001 at 66 FR 1378, 1403, 1410, 1418.



� See 26 CFR 54.9801-6(d), 29 CFR 701-6(d), 45 CFR 146.117(d).



� As used in this chart, PY refers to plan year (in the individual market, policy year).



� Restricted annual limits may be imposed for plan or policy years beginning before January 1, 2014 in amounts specified in these interim final regulations.



� For grandfathered group health plans and group health insurance issuers, for plan years beginning before January 1, 2014, PHS Act section 2714 is applicable in the case of an adult child only if the adult child is not eligible for other employer sponsored health plans coverage (as described in these interim final regulations).  These interim final regulations clarify that, in the case of an adult child who is eligible for coverage under the employer-sponsored plans of both parents, neither parent’s plan may exclude the adult child from coverage based on the fact that the adult child is eligible to enroll in the other parent’s employer-sponsored plan.







�Can we get rid of this whole paragraph?  Cross reference the discussion in the economic analysis that goes over these same statistics?







If not, use cite for the 1st sentence from economic analysis cite to Mercer survey (FN 31 in old draft)



�For discussion.
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Employee Benefits Security Administration


29 CFR Chapter XXV



29 CFR Part 2590 is amended as follows:



PART 2590—RULES AND REGULATIONS FOR HEALTH INSURANCE PORTABILITY AND RENEWABILITY FOR GROUP HEALTH PLANS



1. The authority citation for Part 2590 is revised to read as follows:



Authority: 



Subpart B—Other Requirements




2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:



§ 2590.701-2 Definitions.  



*
*
*
*
*



Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.



*
*
*
*
*




3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:



§ 2590.701-3 Limitations on preexisting condition exclusion period.  



 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*




4. Section 2590.715 is added to Subpart C to read as follows:



§ 2590.715-2704 Prohibition of preexisting condition exclusions.  



(a) In general.  (1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):



Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.



(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.



Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage due to the fact that a pre-enrollment physical revealed that C has type 2 diabetes. 



  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  (The denial of an application for coverage based on a preexisting condition exclusion also violates PHS Act section 2702 (guaranteed availability of coverage) and PHS Act section 2705 (prohibition against discrimination based on health status) for policy years beginning on or after January 1, 2014.)


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.



(3) Applicability to grandfathered health plans.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:



Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16 year-old child into the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child went more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.



(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma beginning on January 1, 2011, regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.



Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13 year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13 year-old child has autism.



(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13 year-old child.


§ 2590.715-2711 No lifetime or annual limits.



(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b), a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.



(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 



(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 




(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Thus, a dollar limit on benefits for a condition cannot be applied to restrict essential health benefits.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.


 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:



(i) For a plan year or policy year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.



(ii) For a plan year or policy year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.



(iii) For plan years or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.



(2)  Only essential health benefits taken into account.  In determining if an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(e) Enrollment rights for individuals previously subject to lifetime limits.  See § 2590.715-2800 of this Part for rules requiring that an enrollment opportunity be given to certain individuals who have reached a lifetime limit on the dollar value of all benefits before the date that the requirements of this section apply.



 (f) Applicability date.  The provisions of this section apply for plan years (in



the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2712 Rules regarding rescissions.


(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.   



(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission.


(3)  The rules of this paragraph (a) are illustrated by the following example:




Example. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.


The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this Part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A was treated for acne six years ago.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s prior treatment for acne, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example, the plan cannot rescind A’s coverage because A’s failure to disclose the prior treatment for acne was not fraudulent or an intentional misrepresentation of material fact.  



(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage, including the requirement under PHS Act section 2719(a)(1)(C), which requires a plan or an issuer to allow an enrollee to continue coverage pending the outcome of an appeal of a coverage or claim determination. 


(c)  Applicability date.  The provisions of this section apply for plan years



(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2713 Coverage of preventive health services.


(a) In general—(1)  Beginning at the time described in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide coverage for all of the following items and services, and may not impose any cost-sharing requirements with respect to those items or services:  


(i) Evidence-based items or services that have in effect a rating of A or B in the current recommendations of the United States Preventive Services Task Force (except as otherwise provided in paragraph (c) of this section);


(ii) Immunizations for routine use in children, adolescents and adults that have in effect a recommendation from the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention with respect to the individual involved (for this purpose, a recommendation from the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention is considered in effect after it has been adopted by the Director of the Centers for Disease Control and Prevention);


(iii) With respect to infants, children, and adolescents, evidence-informed preventive care and screenings provided for in comprehensive guidelines supported by the Health Resources and Services Administration; and


(iv) With respect to women, to the extent not described in paragraph (a)(1)(i) of this section, evidence-informed preventive care and screenings provided for in comprehensive guidelines supported by the Health Resources and Services Administration.



(2) Nothing in this paragraph (a) prohibits a plan or issuer from providing coverage for services in addition to those recommended by the United States Preventive Services Task Force or the Advisory Committee on Immunization Practices of the Centers for Disease Control and Prevention, or provided for by guidelines supported by the Health Resources and Services Administration, or from denying coverage for services that are not recommended by that task force or that advisory committee, or under those guidelines.



 (b) Timing—(1) In general.  A plan or issuer must provide coverage pursuant to paragraph (a)(1) of this section for plan years (in the individual market, policy years) that begin on or after the later of September 23, 2010, or one year after the date the recommendation or guideline is issued.  


 (2)  Changes in recommendations or guidelines.  A plan or issuer is not required under this section to provide coverage for any recommendation or guideline after the recommendation or guideline is no longer described in paragraph (a)(1) of this section.  Other requirements of Federal or State law may apply in connection with a plan or issuer ceasing to provide coverage for any such recommendation or guideline, including PHS Act section 2715(d)(4), which requires a plan or an issuer to give 60 days advance notice to an enrollee before any material modification will become effective.



(c) Recommendations not current.  For purposes of paragraph (a)(1)(i) of this section, and for purposes of any other provision of law, recommendations of the United States Preventive Services Task Force regarding breast cancer screening, mammography, and prevention issued in or around November 2009 are not considered to be current. 


(d) Applicability date.  The provisions of this section apply for plan years (in



the individual market, for policy years) beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans. 


§ 2590.715-2714 Eligibility of children until at least age 26.



(a) In general.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, that makes available dependent coverage for children must allow such coverage for children until attainment of 26 years of age.


(b) Restrictions on plan definition of dependent.  With respect to children who have not attained age 26, a plan or issuer may not define dependent for purposes of eligibility for dependent coverage of children other than in terms of a relationship between a child and the participant (in the individual market, the primary subscriber).  Thus, for example, a plan or issuer may not deny or restrict coverage for a child who has not attained age 26 based on the presence or absence of the child’s financial dependency, residency with the participant (in the individual market, with the primary subscriber), student status, employment, or any combination of those factors.  In addition, a plan or issuer may not deny or restrict coverage for a child based on eligibility for other coverage, except that paragraph (g) of this section provides a special rule for plan years beginning before January 1, 2014 for grandfathered health plans that are group health plans.  (Other requirements of Federal or State law, including section 609 of ERISA or section 1908 of the Social Security Act, may mandate coverage for certain children.) 


(c) Coverage of grandchildren not required.  Nothing in this section requires a plan or issuer to make coverage available for the child of a child receiving dependent coverage.


(d) Uniformity irrespective of age.  The terms of the plan or health insurance coverage providing dependent coverage for children cannot vary based on age (except for children who are age 26 or older).


(e) Examples.  The rules of paragraph (d) of this section are illustrated by the following examples:



Example 1. (i) Facts.  A group health plan offers a choice of self-only or family health coverage.  Dependent coverage is provided under family health coverage for children of participants who have not attained age 26.  The plan imposes an additional premium surcharge for children who are older than age 18.



(ii) Conclusion.  In this Example 1, the plan violates the requirements of paragraph (d) of this section because the plan varies the terms for dependent coverage of children based on age.



Example 2. (i) Facts.  A group health plan offers a choice among the following tiers of health coverage: self-only, self-plus-one, self-plus-two, and self-plus-three-or-more.  The cost of coverage increases based on the number of covered individuals.  The plan provides dependent coverage to children who have not attained age 26.



(ii) Conclusion.  In this Example 2, the plan does not violate the requirement of paragraph (d) of this section that the terms of coverage for dependent children not vary based on age.  Although the cost of coverage increases for tiers with more covered individuals, the increase applies without regard to the age of any dependent child.



Example 3. (i) Facts. A group health plan offers two benefit packages -- an HMO option and an indemnity option.  Dependent coverage is provided for children of participants who have not attained age 26.  The plan limits children who are older than age 18 to the HMO option.



(ii) Conclusion.  In this Example 3, the plan violates the requirements of paragraph (d) of this section because the plan varies the terms for dependent coverage of children based on age.



(f) Enrollment rights for individuals who previously lost dependent status.  See § 2590.715-2800 of this Part for rules requiring that an enrollment opportunity be given to certain children under age 26 who are not granted coverage before the date that the requirements of this section apply.



 (g) Special rule for grandfathered group health plans. For plan years beginning before January 1, 2014, a group health plan that qualifies as a grandfathered health plan under section 1251 of the Patient Protection and Affordable Care Act may exclude an adult child who has not attained age 26 from coverage only if the adult child is eligible to enroll in an eligible employer-sponsored health plan (as defined in section 5000A(f)(2) of the Internal Revenue Code) other than a group health plan of a parent.



 (h) Applicability date.  The provisions of this section apply for plan years (in



the individual market, policy years) beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2716 Prohibiting discrimination in favor of highly compensated individuals.



(a) In general.  A group health plan (other than a self-insured plan) must satisfy the requirements of section 105(h)(2) of the Internal Revenue Code that apply to self-insured medical reimbursement plans (prohibiting discrimination in favor of highly compensated individuals as to eligibility to participate and as to the benefits provided).


(b) Rules and definitions.  The provisions of section 105(h) of the Internal Revenue Code (and applicable regulations) described in this paragraph (b) apply for purposes of this section.



(1) Nondiscrimination rules.  The nondiscriminatory eligibility classification rules of section 105(h)(3) of the Internal Revenue Code and the nondiscriminatory benefits rule of section 105(h)(4) of the Internal Revenue Code apply to a group health plan (other than a self-insured plan) under this section as if the group health plan were a self-insured medical reimbursement plan.



(2)  Controlled group rules. The controlled group rules and other related rules referenced in section 105(h)(8) of the Internal Revenue Code apply for purposes of this section.



(3) Highly compensated individual defined.  Highly compensated individual has the meaning given in section 105(h)(5) of the Internal Revenue Code.


(c) Applicability date.  The provisions of this section apply for plan years



beginning on or after September 23, 2010.  See § 2590.715-2801 of this Part for determining the application of this section to grandfathered health plans.


§ 2590.715-2800 Transitional rules for individuals whose coverage ended due to reaching a lifetime limit or a dependent eligibility threshold.  



(a) Applicability.  The relief provided in the transitional rules of this section applies with respect to any individual who becomes eligible for coverage under a group health plan or group or individual health insurance coverage upon the effective date of a provision of subtitle A or subtitle C of title I of the Patient Protection and Affordable Care Act or the regulations thereunder and: 



(1) Whose coverage under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which is no longer permissible under § 2590.715-2711 of this Part); or



(2) Whose coverage ended, or who was denied coverage (or was not eligible for coverage) under a group health plan or group or individual health insurance coverage because, under the terms of the plan or coverage, the availability of dependent coverage of children ended before the attainment of age 26 (which is no longer permissible under § 2590.715-2714 of this Part).



(b) Opportunity to enroll required—(1) For an individual described in paragraph (a) of this section, if the group health plan, or the group or individual health insurance coverage, in which the individual is eligible to enroll is the plan or coverage in which the individual’s coverage ended for the reasons described in paragraphs (a)(1) or (a)(2) of this section, and if the plan, or the issuer of such coverage, is subject to the requirements of § 2590.715-2711 or § 2590.715-2714 of this Part, the plan or issuer is required to give the individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  This opportunity must be presented not later than the first day of the first plan year (in the individual market, the first day of the first policy year) beginning on or after September 23, 2010.


(2)  The written notice must include a statement that individuals who lost coverage by reason of reaching a lifetime limit, or by reason of ceasing to be a dependent before attainment of age 26, as applicable, are eligible to enroll in the plan or coverage.  The written notice may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.


(3) In the case of an individual who enrolls under this paragraph (b), coverage must take effect not later than the first day of the first plan year (in the individual market, the first day of the first policy year) beginning on or after September 23, 2010. 



(c) Treatment of enrollees in a group health plan.  For purposes of this Part, any individual enrolling in a group health plan pursuant to paragraph (b) of this section must be treated as if the individual were a special enrollee, as provided under the rules of § 2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit or cessation of dependent status.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit or cessation of dependent status.



(d) Examples.  The rules of this section are illustrated by the following examples:



Example 1. (i) Facts.  Employer X maintains a group health plan with a calendar year plan year.  For the 2010 plan year, the group health plan imposes a $1 million lifetime limit.  Individual A is an employee of X and a participant in X’s group health plan.  On April 15, 2010, A incurs claims under the group health plan that, together with all previous claims, exceed the lifetime limit.  On November 1, 2010, X’s group health plan provides written notice to A that individuals who lost coverage by reason of reaching a lifetime limit are eligible to enroll in the plan or coverage during the plan’s open season for the 2011 plan year, which runs from November 15, 2010 to December 15, 2010.  Enrollment will become effective on January 1, 2011.     




(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this section that it present an enrollment opportunity to A.



Example 2. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  For the 2010 plan year, the group health plan allows children of employees to be covered under the plan until age 19, or until age 23 for children who are full-time students.  Individual B, an employee of Y, and Individual C, B’s child and a full-time student, were enrolled in Y’s group health plan at the beginning of the 2010 plan year.  On June 10, 2010, C turns 23 years old and loses dependent coverage under Y’s plan.  On or before January 1, 2011, Y’s group health plan gives B written notice that individuals who lost coverage by reason of ceasing to be a dependent before attainment of age 26 are eligible to enroll in the plan or coverage, and that individuals may request enrollment for such dependents through February 14, with enrollment effective retroactively to January 1, 2011.  




(ii) Conclusion.  In this Example 2, the plan has complied with the requirements of this section that it present an enrollment opportunity to C.



Example 3. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan allows children of employees to be covered under the plan until age 22.  Individual D, an employee of Z, and Individual E, D’s child, are enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E turns 22 years old and ceases to be eligible as a dependent under Z’s plan and loses coverage.  D drops coverage but remains an employee of Z before October 1, 2010.  




(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 4. (i) Facts.  Same facts as Example 3, except that D did not drop coverage.  Instead, D switched to a lower-cost benefit package option.




(ii) Conclusion.  In this Example 4, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  



Example 5. (i) Facts.  Same facts as Example 3, except that E elected COBRA continuation coverage.  




(ii) Conclusion.  In this Example 5, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll other than as a COBRA qualified beneficiary (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  



Example 6. (i) Facts.  Employer X maintains a group health plan with a calendar year plan year.  Prior to 2011, the plan allows children of employees to be covered under the plan until the child attains age 22.  During the 2009 plan year, an individual with a 22-year old child joins the plan; the child is denied coverage because the child is 22.  




(ii) Conclusion.  In this Example 6, notwithstanding that the child was not previously covered under the plan, the plan must provide the child, not later than January 1, 2011, an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than January 1, 2011.  



§ 2590.715-2801 Preservation of right to maintain existing coverage.


(a) Definition of grandfathered health plan coverage—(1) In general—(i) Coverage provided by a group health plan, or a group or individual health insurance issuer, in which an individual was enrolled on March 23, 2010 is grandfathered health plan coverage (for as long as it maintains that status under paragraph (g) of this section), regardless of whether the individual renews the coverage after March 23, 2010.  For purposes of this section, a plan or health insurance coverage that provides grandfathered health plan coverage is referred to as a grandfathered health plan.  



(ii)  If, on March 23, 2010, no individuals in a group health plan were enrolled in a particular policy, certificate, or contract of insurance, that policy, certificate, or contract of insurance is not a grandfathered health plan with respect to the individuals in the group health plan.



(2)  Documentation of plan or policy terms on March 23, 2010.  To maintain status as a grandfathered health plan, a group health plan, or group or individual health insurance coverage, must –



(i)  Maintain records documenting the plan or policy terms in connection with the coverage in effect on March 23, 2010, and any other documents necessary to verify, explain, or clarify its status as a grandfathered health plan; and



(ii)  Make such records available for examination. 


(3)  Family members enrolling after March 23, 2010.  Grandfathered health plan coverage includes coverage of family members of an individual who enroll after March 23, 2010 in the grandfathered health plan coverage of the individual.


(b) Allowance for new employees to join current plan.  A group health plan (including health insurance coverage provided in connection with the group health plan) that provided coverage on March 23, 2010 and has retained its status as a grandfathered health plan (consistent with the rules of paragraph (g) of this section) is grandfathered health plan coverage for new employees (whether newly hired or newly enrolled) and their families enrolling in the plan after March 23, 2010.  


(c) General grandfathering rule—(1)  Except as provided in paragraphs (d) and (e) of this section, subtitles A and C of title I of the Patient Protection and Affordable Care Act (and the amendments made by those subtitles, and the incorporation of those amendments into ERISA section 715 and Internal Revenue Code section 9815) do not apply to grandfathered health plan coverage.  Accordingly, the provisions of PHS Act sections 2701, 2702, 2703, 2705, 2706, 2707, 2709, 2713, 2715A, 2716, 2717, 2719, and 2719A, as added or amended by the Patient Protection and Affordable Care Act, do not apply to grandfathered health plans.   In addition, the provisions of PHS Act section 2704, and PHS Act section 2711 insofar as it applies to annual limits, do not apply to grandfathered health plans that are individual health insurance coverage.  


(2)  To the extent not inconsistent with the rules applicable to a grandfathered health plan, a grandfathered health plan must comply with the requirements of the PHS Act, ERISA, and the Internal Revenue Code applicable prior to the changes enacted by the Patient Protection and Affordable Care Act.



(d) Provisions applicable to all grandfathered health plans.  The provisions of PHS Act section 2711 insofar as it applies to lifetime limits, and the provisions of PHS Act sections 2712, 2714, 2715, and 2718, apply to grandfathered health plans for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The provisions of PHS Act section 2708 apply to grandfathered health plans for plan years (in the individual market, policy years) beginning on or after January 1, 2014.



(e) Applicability of PHS Act sections 2704, 2711, and 2714 to grandfathered group health coverage—(1) The provisions of PHS Act section 2704 as it applies to enrollees who are under 19 years of age, and the provisions of PHS Act section 2711 insofar as it relates to annual limits, apply to grandfathered health plans that are group health plans (including group health insurance coverage) for plan years beginning on or after September 23, 2010.  The provisions of PHS Act section 2704 apply generally to grandfathered health plans that are group health plans (including group health insurance coverage) for plan years beginning on or after January 1, 2014.



(2) For plan years beginning before January 1, 2014, the provisions of PHS Act section 2714 apply in the case of an adult child with respect to a grandfathered health plan that is a group health plan only if the adult child is not eligible to enroll in an eligible employer-sponsored health plan (as defined in section 5000A(f)(2) of the Internal Revenue Code) other than a grandfathered health plan of a parent.



 (f) Effect on collectively-bargained plans.  In the case of health insurance coverage maintained pursuant to one or more collective bargaining agreements between employee representatives and one or more employers that was ratified before March 23, 2010, the coverage is grandfathered health plan coverage at least until the date on which the last of the collective bargaining agreements relating to the coverage that was in effect on March 23, 2010 terminates.  Any coverage amendment made pursuant to a collective bargaining agreement relating to the coverage which amends the coverage solely to conform to any requirement added by subtitles A and C of title I of the Patient Protection and Affordable Care Act (and the amendments made by those subtitles, and the incorporation of those amendments into ERISA section 715 and Internal Revenue Code section 9815) is not treated as a termination of the collective bargaining agreement.  After the date on which the last of the collective bargaining agreements relating to the coverage that was in effect on March 23, 2010 terminates, the determination of whether health insurance coverage maintained pursuant to a collective bargaining agreement is grandfathered health plan coverage is made under the rules of paragraph (g) of this section (comparing the terms of the coverage after the date the last collective bargaining agreement terminates with the terms of the coverage that were in effect on March 23, 2010).


(g) Maintenance of grandfather status—(1) Changes causing loss of grandfather status—(i)  Any of the following changes in the terms of a grandfathered health plan will cause the plan or coverage to cease to be a grandfathered health plan:



(A)  Any increase in a fixed-amount cost-sharing requirement (e.g., deductible, copayment, or out-of-pocket limit), determined as of the effective date of the increase, if the total increase in such requirement measured from March 23, 2010 exceeds a percentage equal to the sum of:



(1) 15 percent; and 



(2) The increase since March 2010 in the overall medical care component of the Consumer Price Index for All Urban Consumers (CPI-U) (unadjusted) published by the Department of Labor using the 1982 – 1984 base of 100, expressed as a percentage.  For this purpose, the increase in the overall medical care component is computed by dividing the index amount for any month in the twelve months before the new change is to take effect by 387.142 (the overall medical care component of the CPI-U (unadjusted) published by the Department of Labor for March 2010, using the 1982 – 1984 base of 100), subtracting one from that quotient, and then, to express as a percentage, multiplying by 100.


(B)  Any increase in a percentage cost-sharing requirement (such as increasing an individual’s 20 percent coinsurance requirement to 25 percent). 


(C) The elimination of all or substantially all benefits to diagnose or treat a



particular condition.  


(ii) In the case of a change not described in paragraph (g)(1)(i) or (g)(2) of this section, such as an elimination of less than all or substantially all benefits to diagnose or treat a particular condition, the rules of paragraph (g)(3) of this section apply. 



 (2) Safe harbor: changes that do not affect grandfather status.   The following changes in the terms of a grandfathered health plan do not change the status of the plan or coverage as a grandfathered health plan:



(i)  Any changes in the premium that, in the individual market, a health insurance issuer charges an individual for coverage.



(ii)  Any changes in the premium that, in the group market, a health insurance issuer charges an employer for coverage (or to the extent that a multiemployer plan is self-insured, changes in the total amount that an employer is required to pay for coverage). 



(iii)  Any changes in the amount that an employer or employee organization contributes toward coverage (whether insured or self-insured).



(iv)  Any changes in the amount that a participant is required to contribute towards coverage under a group health plan (whether insured or self-insured).



(v)  Any changes to comply with Federal or State legal requirements that apply to the grandfathered health plan.




(vi)  Any changes to voluntarily comply with provisions of the Patient Protection and Affordable Care Act that do not apply to the grandfathered health plan.




(vii)  For the first plan year beginning on or after September 23, 2010 (in the individual market, the first policy year), replacement of a lifetime limit with an annual limit as permitted by § 2590.715-2711 of this Part.



(viii)  Any decrease in cost-sharing for the individual (including the establishment of an out-of-pocket limit) or an increase in covered benefits (such as a new covered item or service).



(ix)  Any increase in a fixed-amount cost-sharing requirement (e.g., deductible, copayment, or out-of-pocket limit), determined as of the effective date of the increase, if the total increase in such requirement measured from March 23, 2010 does not exceed a percentage equal to the sum of:



(A) 15 percent; and 



(B) The increase since March 2010 in the overall medical care component of the CPI-U (unadjusted) published by the Department of Labor, using the 1982 – 1984 base of 100 expressed as a percentage.  For this purpose, the increase is computed in the manner described in paragraph (g)(1)(i)(A) of this section.  




(3) Other changes.  Changes other than those described in paragraph (g)(1)(i) or (g)(2) of this section do not cause a plan (in the individual market, policy) to lose grandfather status, unless one or more of such changes (considered in the aggregate and determined cumulatively since March 23, 2010) result in the coverage under the plan (or policy) being substantially different than the coverage that was provided on March 23, 2010.




(h) The rules of this section are illustrated by the following examples:



Example 1. (i) Facts. A group health plan not maintained pursuant to a collective bargaining agreement provides coverage through a group health insurance policy from Issuer X on March 23, 2010.  For the plan year beginning January 1, 2012, the plan enters into a new policy with Issuer Z.  



(ii) Conclusion.  In this Example 1, for the plan year beginning January 1, 2012, the group health insurance coverage issued by Z is not a grandfathered health plan under the rules of paragraph (a)(1)(ii) of this section because the policy issued by Z did not provide coverage on March 23, 2010.


Example 2.  (i)  Facts.   A group health plan not maintained pursuant to a collective bargaining agreement offers three benefit packages on March 23, 2010.   Option F is a self-insured option.  Options G and H are insured options.  Beginning July 1, 2013, the plan replaces the issuer for Option H with a new issuer.  



(ii)  Conclusion.  In this Example 2, the coverage under Option H is not grandfathered health insurance coverage as of July 1, 2013, consistent with the rule in paragraph (a)(1)(ii) of this section.  Whether the coverage under Options F and G is grandfathered health coverage is determined under the rules of paragraph (g) of this section.


Example 3. (i) Facts. A group health plan maintained pursuant to a collective bargaining agreement provides coverage through a group health insurance policy from Issuer W on March 23, 2010.  The group health plan enters into a new group health insurance policy with Issuer Y for the plan year starting on January 1, 2011. The collective bargaining agreement has not been amended and will not expire before December 31, 2011.


(ii) Conclusion.  In this Example 3, the group health plan, and the group health insurance policy provided by Y, remains a grandfathered health plan with respect to existing employees and new employees and their families because the coverage is maintained pursuant to a collective bargaining agreement ratified prior to March 23, 2010 that has not terminated.


Example 4. (i) Facts.  Same facts as Example 3, except the coverage with W is renewed under a new collective bargaining agreement effective January 1, 2012, with the only changes being changes described in paragraph (g)(2) of this section.  



(ii) Conclusion.  In this Example 4, the group health plan remains a grandfathered health plan pursuant to the rules of this section.  Moreover, the group health insurance policy provided by W remains a grandfathered health plan under the rules of paragraph (g) of this section.


Example 5. (i) Facts.  On March 23, 2010, a grandfathered health plan has a copayment requirement of $30 per office visit for primary care providers.  The plan is subsequently amended to increase the copayment requirement to $35.  Within the 12-month period before the $35 copayment takes effect, the greatest value of the overall medical care component of the CPI-U (unadjusted) is 415.    




(ii) Conclusion.  In this Example 5, the increase in the copayment from $30 to $35, expressed as a percentage is 16.67% (35 ÷ 30 = 1.1667; 1.1667 – 1 = 0.1667; 0.1667 = 16.67%).  The percentage increase in the overall medical care component of the CPI-U (unadjusted) from March 2010 is 7.20% (415 ÷ 387.142 = 1.0720; 1.0720 – 1 = 0.0720; 0.0720 = 7.20%).  The maximum percentage increase that would be permitted under paragraph (g)(1)(i)(A) is 22.20% (15% + 7.20% = 22.20%).  Because 16.67% does not exceed 22.20%, the change in the copayment requirement at that time does not cause the grandfathered health plan to lose grandfathered status.    
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RE: Meeting Request on Annual Dollar Limits/Limited Medical Benefit Plans

		From

		Mayhew, James A. (CMS/CPC)

		To

		Drobac, Krista (HHS/OCIIO)

		Recipients

		Krista.Drobac@hhs.gov







These people get the issue- they’re
referring to restricted annual limits, unlike the prior e-mail which referred
to a prohibition on annual limits.




 




Is it OK for me to forward this
to my colleagues at Labor and Treasury?




 








From: Drobac, Krista
(HHS/OCIIO) 

Sent: Thursday, May 06, 2010 9:18 AM

To: Mayhew, James A. (CMS/CPC)

Subject: FW: Meeting Request on Annual Dollar Limits/Limited Medical
Benefit Plans










 




 




 














From: Joel Kopperud
[mailto:Joel.Kopperud@ciab.com] 

Sent: Wednesday, May 05, 2010 10:30 AM

To: Drobac, Krista (HHS/OCIIO)

Cc: Scott Sinder; Joel Wood; Nicole Allen

Subject: Meeting Request on Annual Dollar Limits/Limited Medical Benefit
Plans







 




Hi Krista,




 




We talked briefly this morning and yesterday, but I’d like
to introduce myself more formally.  My name is Joel Kopperud and I’m the
Director of Government Affairs for the Council of Insurance Agents and Brokers.
 I’m writing to request a meeting with you to discuss Limited Medical Benefit
Plans and the impact of forthcoming HHS regulations regarding annual dollar
limits.




 




You may already be aware of the issue—we are concerned that
Limited Medical Benefit Plans could cease to exist on September 23rd,
jeopardizing coverage for over a million individuals until the exchanges are
built in 2014.  My understanding is that prior to 2014, PPACA says the
Secretary is to establish annual dollar limits until the exchanges are built,
and our fear is that if the limits are too high or don’t provide an exception
for Limited Medical Benefit Plans, employees covered under these plans will
lose their coverage during the transition period.  The plans generally
serve lower-wage, seasonal, part-time and temporary workers.




 




I suspect this would be an unintended result, but would
greatly appreciate some of your time to discuss the issue with me, my colleague
Joel Wood and our General Counsel Scott Sinder of Steptoe and Johnson.  We
represent commercial insurance and employee benefits brokers.  Our members
annually about place over 80 percent of all commercial property/casualty
insurance in the U.S. and are leaders in administering employee benefits
programs.




 




I know you’re slammed right now and am very grateful for any
time you can offer.  Given the timeliness of the issue, something in the
next week or so would be ideal, but I understand limited schedules-- so we’ll
keep our calendars flexible.




 




Thank you!




 




Joel




 




Joel T. Kopperud

Director of Government Relations

The Council of Insurance Agents & Brokers

701 Pennsylvania Avenue NW Suite 750

Washington, DC 20004

202.662.4311 Direct

202.783.4400 Main

202.783-4410 Fax

www.ciab.com



The Council Calendar




Wholesale
Insurance Leadership Forum –
May 10-12, 2010 

Employee Benefits Leadership Forum- June 1-4, 2010




CFO Workshop
- June 16 - 18, 2010




Leadership
Development Conference 
- June 16 - 18, 2010




Insurance
Leadership Forum -
October 2-6, 2010

www.ciab.com/meetings
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FW: Meeting Request on Annual Dollar Limits/Limited Medical Benefit Plans
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		Drobac, Krista (HHS/OCIIO)
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From: Joel Kopperud
[mailto:Joel.Kopperud@ciab.com] 

Sent: Wednesday, May 05, 2010
10:30 AM

To: Drobac, Krista (HHS/OCIIO)

Cc: Scott Sinder; Joel Wood;
Nicole Allen

Subject: Meeting Request on Annual
Dollar Limits/Limited Medical Benefit Plans







 




Hi
Krista,




 




We
talked briefly this morning and yesterday, but I’d like to introduce
myself more formally.  My name is Joel Kopperud and I’m the Director
of Government Affairs for the Council of Insurance Agents and Brokers.
 I’m writing to request a meeting with you to discuss Limited
Medical Benefit Plans and the impact of forthcoming HHS regulations regarding
annual dollar limits.




 




You
may already be aware of the issue—we are concerned that Limited Medical
Benefit Plans could cease to exist on September 23rd, jeopardizing
coverage for over a million individuals until the exchanges are built in
2014.  My understanding is that prior to 2014, PPACA says the Secretary is
to establish annual dollar limits until the exchanges are built, and our fear
is that if the limits are too high or don’t provide an exception for
Limited Medical Benefit Plans, employees covered under these plans will lose
their coverage during the transition period.  The plans generally serve
lower-wage, seasonal, part-time and temporary workers.




 




I
suspect this would be an unintended result, but would greatly appreciate some
of your time to discuss the issue with me, my colleague Joel Wood and our
General Counsel Scott Sinder of Steptoe and Johnson.  We represent
commercial insurance and employee benefits brokers.  Our members annually
about place over 80 percent of all commercial property/casualty insurance in
the U.S.
and are leaders in administering employee benefits programs.




 




I
know you’re slammed right now and am very grateful for any time you can
offer.  Given the timeliness of the issue, something in the next week or
so would be ideal, but I understand limited schedules-- so we’ll keep our
calendars flexible.




 




Thank
you!




 




Joel




 




Joel
T. Kopperud

Director of Government Relations

The Council of Insurance Agents & Brokers

701 Pennsylvania Avenue NW Suite
  750

Washington, DC 20004

202.662.4311 Direct

202.783.4400 Main

202.783-4410 Fax

www.ciab.com



The Council Calendar




Wholesale Insurance
Leadership Forum – May 10-12, 2010 

Employee Benefits Leadership Forum-
June 1-4, 2010




CFO Workshop - June 16 -
18, 2010




Leadership Development
Conference  - June 16 - 18, 2010




Insurance Leadership
Forum - October 2-6, 2010

www.ciab.com/meetings
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RE: Hill Q - Annual Limits

		From

		Mayhew, James A. (CMS/CPC)

		To

		Drobac, Krista (HHS/OCIIO)

		Recipients

		Krista.Drobac@hhs.gov







Krista-




 




The statute only prohibits lifetime limits for plan or policy
years beginning on or after September 23, 2010.  Annual limits will be permissible
on a restricted basis for group health plans and individual health insurance plans
until January 1, 2014.  The regulations will discuss in some detail the
restrictions on annual limits.




For individual health insurance plans that were in existence on
March 23, 2010, the existing annual limits will be permitted to remain the same
for as long as the individual keeps the policy and as long as there is no
substantial change to the policy.




 




Let me know if this is helpful.




 




Jim




 








From: Drobac, Krista
(HHS/OCIIO) 

Sent: Thursday, May 06, 2010 8:47 AM

To: Mayhew, James A. (CMS/CPC)

Subject: FW: Hill Q - Annual Limits










 




 




 














From: Fitzgerald, Erin
(HHS/ASL) 

Sent: Wednesday, May 05, 2010 11:16 PM

To: Drobac, Krista (HHS/OCIIO)

Cc: Engel, Elizabeth (HHS/ASL); Taylor, Bridgett (HHS/ASL); Kidwell,
Lauren (HHS/ASL)

Subject: Hill Q - Annual Limits







 




Hey Krista - offices are hearing a lot of concerns from businesses
in their state as to how the “no lifetime/ annual limits” provision
will affect the businesses’ premiums and/or the insurance options they
have.  Here’s one specific question we have.  Can you help
answer?




 




Thanks,




Erin 




 




Background:  Rep. Larsen and Senator Cardin are concerned that
the prohibition on annual benefit limits will force out group limited benefit
plans.  These cheaper plans offer very limited benefits, and Larsen/Cardin
agree that we don’t want people in plans like that in the long
term.  However, 1.5 million people currently have limited benefit plans,
and they are concerned about what will happen to these 1.5 million people in
the gap between when this provision takes effect later this year, and when the
exchanges are up and running in 2014.  Cardin’s folks are also
worried about the insurers offering these plans will go out of business. 
They are concerned that because they have mostly healthy people that they
won’t be able to meet the MLR (duh), they want to know how we will
handle this.




 




Q:  How does HHS plan to address the possibility that the
prohibition of annual benefit limits will force out group limited benefit
plans? Obviously we can’t pre-judge the regs and if any specific groups
of people will be addressed specifically, but is there any info we can
share?  




 




 




 




.




 










FW: Hill Q - Annual Limits

		From

		Drobac, Krista (HHS/OCIIO)

		To

		Mayhew, James A. (CMS/CPC)

		Recipients

		James.Mayhew@cms.hhs.gov







 




 














From: Fitzgerald, Erin
(HHS/ASL) 

Sent: Wednesday, May 05, 2010
11:16 PM

To: Drobac, Krista (HHS/OCIIO)

Cc: Engel, Elizabeth (HHS/ASL);
Taylor, Bridgett (HHS/ASL); Kidwell, Lauren (HHS/ASL)

Subject: Hill Q - Annual Limits







 




Hey Krista - offices are hearing a lot of
concerns from businesses in their state as to how the “no lifetime/
annual limits” provision will affect the businesses’ premiums
and/or the insurance options they have.  Here’s one specific
question we have.  Can you help answer?




 




Thanks,




Erin 




 




Background: 
Rep. Larsen and Senator Cardin are concerned that the prohibition on annual
benefit limits will force out group limited benefit plans.  These cheaper
plans offer very limited benefits, and Larsen/Cardin agree that we don’t
want people in plans like that in the long term.  However, 1.5 million
people currently have limited benefit plans, and they are concerned about what
will happen to these 1.5 million people in the gap between when this provision
takes effect later this year, and when the exchanges are up and running in
2014.  Cardin’s folks are also worried about the insurers offering
these plans will go out of business.  They are concerned that because they
have mostly healthy people that they won’t be able to meet the MLR
(duh), they want to know how we will handle this.




 




Q:  How does HHS plan to address the
possibility that the prohibition of annual benefit limits will force out group
limited benefit plans? Obviously we can’t pre-judge the regs and if any
specific groups of people will be addressed specifically, but is there any info
we can share?  




 




 




 




.




 











Okay, these are the emails that may be responsive.  They are mostly the discussion related to the
publication of the regulation that had the waiver program in it.  Unfortunately, because there
were so many policies in the “4 pack” regulation, there are emails here that make no mention of
the annual limit program but have the draft reg attached, which does include a section on annual
limits.  I will leave it up to you to decide if all of the reg drafts are responsive.  They seem to me
not to be. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



From: Turner, Amy - EBSA
To: Mayhew, James A. (CMS/CPC)
Subject: Fw: 10 15478
Date: Monday, June 21, 2010 3:39:05 PM
Attachments: IRS EBSA HHS 2010-15278-WORK.DOC

--------------- 
Sent via Blackberry

From: Potts, Oliver (HHS/IOS) <Oliver.Potts@HHS.GOV> 
To: Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV
<Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV>; Schumacher, Elizabeth - EBSA; Barco, Evell J.
(CMS/OSORA) <Evell.Barco@cms.hhs.gov>; Turner, Amy - EBSA; Baum, Beth - EBSA; Cantwell,
Kathleen (HHS) <kathleen.cantwell@hhs.gov>; Fultz-Mimms, Trenesha N. (CMS/OSORA)
<trenesha.fultzmimms@cms.hhs.gov>; Parker, Lisa M. (CMS/OSORA) <Lisa.Parker@cms.hhs.gov> 
Cc: Smalls, Dawn (HHS/IOS) <Dawn.Smalls@hhs.gov> 
Sent: Mon Jun 21 15:33:45 2010
Subject: FW: 10 15478 

Please attached and OFR email below.  Thanks.
 
Oliver
 
* * * * * *
Oliver Potts
Director, ODRM
Executive Secretariat, OS/IOS
(t) 202-690-7161
(c) 202-525-8617
 

From: Brooks, Edward B. [mailto:ebrooks@gpo.gov] 
Sent: Monday, June 21, 2010 3:29 PM
To: Potts, Oliver (HHS/IOS); 'Garrett Treena V'
Subject: 10 15478
 
Oliver and Treena,
 
This is markup for the larger of the two documents you want filed tomorrow at 11:15. 
Mostly style edits, but the IRS rules have a problem and questions.  The problem is
an expiration date that is far too vague.
 
See comments.
 
I am working offsite, so email is best, but you can call the Blackberry number below, if
you need to.  Putting your comments into the markup and returning it is a good way to
answer questions—but leave all track changes, do not send clean copy.
 
Thanks
 
Brad Brooks

Obtained by Judicial Watch July 11, 2011 through FOIA 

mailto:Turner.Amy@dol.gov
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[Billing Codes: 4830-01-P; 4510-29-P; 4120-01-P]


DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Parts 54 and 602


TD 9491

RIN 1545-BJ61

DEPARTMENT OF LABOR


Employee Benefits Security Administration

29 CFR Part 2590


RIN 1210-AB43     

DEPARTMENT OF HEALTH AND HUMAN SERVICES




OCIIO-9994-IFC


45 CFR Parts 144, 146, and 147


RIN 0991-AB69

Patient Protection and Affordable Care Act: Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 

AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].

Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:

1.  Group health plans and group health insurance coverage. These interim final regulations, except those under Public Health Service Act (PHS Act) section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:



●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):


· Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


· By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.


· By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


· By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


· For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


· For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.  Customer Service Information: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov.



SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations in several phases implementing the revised PHS Act sections 2701 through 2719A and related provisions of the Affordable Care Act.  The first phase in this series was a pair of publications consisting of a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718 and a Request for Information relating to the rate review process of PHS Act 2794, both published in the Federal Register on April 14, 2010 (75 FR 19297 and 19335).  The second phase was interim final regulations implementing PHS Act section 2714 (requiring coverage of adult children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third phase was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010 (which is six months after the March 23, 2010 date of enactment of the Affordable Care Act); or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion if the exclusion applies regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the PHS Act section 2704 prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years in 2013.  These interim final regulations provide that the PHS Act section 2711 annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses for the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year (in the individual market, policy year) beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan or so-called “mini-med” plans, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to restricted annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.  In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits on individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a Federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  For policy years beginning on or after January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the Federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan or health insurance coverage providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary, or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these interim final regulations require significant lead time in order to implement.  For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these interim final regulations into effect, and that it is in the public interest to promulgate interim final regulations.


IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services

As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding preexisting condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.


The Departments have crafted these interim final regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these interim final regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services


Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.

Table 1.1 Accounting Table


		TABLE 1.1--Accounting Table

		

		

		

		



		Benefits

		 

		 

		 

		 



		Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, obstetrical and gynecological care, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 






		Costs

		 Estimate

		Year Dollar

		Discount Rate

		Period Covered




		Annualized Monetized ($millions/year)

		4.9 

		2010

		7%

		2011-2013



		

		4.9 

		2010

		3%

		2011-2013



		        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.



		Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  


 



		Transfers

		 

		 

		 

		 



		Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.





1. Need for Regulatory Action


a.  Preexisting condition exclusions

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   


Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 


 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 States, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  

These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  


b.  Lifetime and annual limits

As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  


These new protections ensure that patients are not confronted with devastating health costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 


These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health coverage in the marketplace.  For more detail about these provisions, see the discussion of PHS Act Section 2711, Lifetime and Annual Limits, in section II.B earlier in this preamble.


c.  Rescission


As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  

Prior to the Affordable Care Act, thousands of Americans lost health coverage each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 

When a coverage rescission occurs, an individual’s health coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.

These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  


d.  Patient Protections

As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.


The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2) copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 


This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 

2. 
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)

a.  Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   


Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have preexisting conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b.  Estimated Number of Affected Individuals  


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a preexisting condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or an exclusion period that excludes coverage for a preexisting condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by these interim final regulations: first, children who have a preexisting condition and who are uninsured; second, children who are covered by individual insurance with a rider excluding coverage for a preexisting condition or a preexisting condition exclusion period.  For the latter category, obtaining coverage for the preexisting condition may require terminating the child’s existing policy and beginning a new one, because individual health insurance coverage that is a grandfathered health plan is not required to comply with PHS Act section 2704 or these interim final regulations.

It is difficult to estimate precisely how many uninsured children have a preexisting condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a preexisting condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a preexisting condition.  Thus, the Departments use proxies for preexisting conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  


The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a preexisting condition.  Whether or not the statute and these interim final regulations are likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a preexisting condition, 10.2 million already have employer-sponsored insurance (ESI), 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with preexisting conditions.
  The Departments assume that this group of 540,000 uninsured children with a preexisting condition would be denied coverage for that condition or altogether if they were to apply.  


The likelihood that an uninsured child with a preexisting condition will gain coverage due to these interim final regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a preexisting condition live with a parent who is also uninsured and is not offered ESI.  An additional 190,000 have a parent who is covered by ESI, and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 2.1 Estimated number of uninsured children with preexisting conditions, by parent’s insurance status, 2010

		Parent’s insurance status

		Number of children 



		Parent has employer-sponsored insurance (ESI)

		190,000



		Parent offered ESI

		60,000



		Parent has individual market insurance 

		10,000



		Parent does not have private insurance*

		270,000



		No parent

		20,000



		Total **

		540,000





* Primarily parents who are uninsured, but also including a small number who have public coverage.

** Total is not the sum of the components due to rounding.


Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   


The group most likely to be affected by these interim final regulations is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child due to a preexisting condition.  If an individual market insurance policy does not change substantially and retains its grandfather status, the insurer is not required to add a child with a preexisting condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  


At the other extreme, roughly 190,000 uninsured children with a preexisting condition have a parent with ESI.  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI could have had to be in a preexisting exclusion period before coverage is provided for services to treat that condition.  Under the statute and these interim final regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  


Approximately 60,000 uninsured children with a preexisting condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these interim final regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these interim final regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a preexisting condition if it were available to them.  


While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50 percent of uninsured children whose parents have individual coverage will be newly insured, 15 percent of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50 percent and 15 percent assumptions increase to 75 percent and 20 percent, respectively.  For the low-end assumption, they assume that they decrease to 25 percent and 10 percent.    


As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with preexisting conditions could gain coverage as a result of these interim final regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Given that most ESI already covers children with preexisting conditions, almost all of these children newly gaining coverage are expected to gain individual coverage.
   


Table 2.2 Estimated number of uninsured children gaining coverage 


		 

		Gain Employer-Sponsored Insurance

		Gain Individual Market Insurance

		Total



		High Take-Up

		10,000

		62,000

		72,000



		Medium Take-Up

		6,000

		45,000

		51,000



		Low take-Up

		2,000

		29,000

		31,000





Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 


The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a “condition waiver” that excludes coverage or imposes an exclusion period for coverage of a preexisting condition.  After the implementation of these interim final regulations, children whose parents purchase individual coverage will not be subject to condition waivers or preexisting condition exclusion periods.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a period during which coverage for a preexisting condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered health plans and thus these children will not be directly affected by these interim final regulations.  However, the parents of those children could choose to switch from an individual policy that is a grandfathered health plan to a new policy that is not grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a preexisting condition exclusion period, curtailing the exclusion period would require the termination of the current plan and purchase of a policy on or after September 23, 2010.


c.  Benefits  


The benefits of PHS Act Section 2704 and these interim final regulations are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care, improve health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
   Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7 percent reported such delays or care deficiencies.


With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.


In addition to their benefits relating to access to care, health, and well-being of children, these interim final regulations are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 States offer Medicaid eligibility to adults and children who spend-down to State-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14 percent), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because States are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is Federal funding.
  Reduced reliance on these programs under these interim final regulations will benefit State and Federal governments and, by extension, taxpayers.


In addition, these interim final regulations may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with preexisting conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with preexisting conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 


d.  Costs and Transfers


Children with preexisting conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with preexisting conditions have higher health care costs than healthier children, among children with preexisting conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with preexisting conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    

As shown above in Table 2.2, the Departments estimate that approximately 2,000 to 10,000 children whose parents have ESI or an offer of ESI will be newly covered in the group market.  Because few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that these interim final regulations will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with preexisting conditions gaining insurance under these interim final regulations will have greater health needs than the average uninsured child with a preexisting condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of States that do not require community rating, much of the additional cost of care for newly-covered children with preexisting condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry experts, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated States, the parents of newly insured children will pay a premium that is equal to twice the standard rate, and the remainder of the additional costs will be spread to other policy holders in the individual market.
  However, with the enactment of the Affordable care Act and the issuance of these interim final regulations, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty States that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market that are not grandfathered health plans.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated States, and approximately one-half of one percent in States without community rating.


Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the preexisting condition or requires an exclusion period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a preexisting condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any preexisting condition exclusion period.  Of note, the Departments estimate that turnover in the individual market is between 40 percent and 70 percent per year. 
  Therefore, in a few years, most children who would have been covered with a condition waiver in the absence of these interim final regulations are expected to be in new policies that are not grandfathered health plans in any case.


The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a preexisting condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  


Similar to the expectations for newly covered children in the individual market, in States that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in States without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in States with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full net effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered health plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with preexisting conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.

3. 
PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)

a.  Summary  

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term restricted annual limit, the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits on the dollar value of benefits that are essential health benefits of no less than $750,000 for plan years (in the individual market, policy years) beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for plan years (in the individual market, policy years) beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for plan years (in the individual market, policy years) beginning on or after September 23, 2012, but before January 1, 2014.  For plan years (in the individual market, policy years) beginning January 1, 2014, no annual limits may be placed on essential health benefits.  


The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b.  Estimated Number of Affected Entities  

In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of $2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  

Table 3.1: Prevalence of Lifetime Limits


		Market

		Prevalence of Limit

		Number of Enrollees



		Large Group

		

		



		Under $1,000,000

		1%

		1,000,000



		$1,000,000 - $2,000,000

		18%

		18,700,000



		$2,000,000 or higher

		45%

		46,600,000



		No Limit

		37%

		38,300,000



		Small Group

		

		



		Under $1,000,000

		1%

		500,000



		$1,000,000 - $2,000,000

		12%

		6,300,000



		$2,000,000 or higher

		39%

		20,500,000



		No Limit

		48%

		25,200,000



		Individual

		

		



		Under $1,000,000

		2%

		200,000



		$1,000,000 - $2,000,000

		1%

		100,000



		$2,000,000 or higher

		86%

		8,400,000



		No Limit

		11%

		1,100,000





Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits

There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by these interim final regulations.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final year of the phase-in period (beginning on September 23, 2012) would affect additional plans and policies requiring a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies to increase their annual limit to $2 million.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.  Note that the estimated number of plans and people affected are upper-bound estimates since they do not take into account grandfathered health plans and plans that receive a waiver from the annual limits policy.

Table 3.2 Percent of plans employing annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual



		Under $250,000

		*

		0.4%

		0.4%



		$250,000 - 499,999

		*

		1.3%

		1.2%



		$500,000 – 999,999

		*

		1.7%

		1.6%



		$1,000,000 – 1,999,999

		2.3%

		5.5%

		12.0%



		$2,000,000 plus

		5.8%

		5.5%

		3.8%



		Total

		8.2%

		14.4%

		19.0%





* Less than 0.1%


Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits

Table 3.3 Number of persons subjected to annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual

		Total



		Under $250,000

		15,000

		225,000

		38,000

		278,000



		$250,000 - 499,999

		45,000

		675,000

		115,000

		835,000



		$500,000 – 999,999

		60,000

		900,000

		153,000

		1,113,000



		$1,000,000 – 1,999,999

		2,389,000

		2,869,000

		1,177,000

		6,435,000



		$2,000,000 plus

		6,041,000

		2,869,000

		377,000

		9,287,000



		Total

		8,550,000

		7,538,000

		1,860,000

		17,948,000





Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits

Fear and anxiety about reaching annual or lifetime limits on coverage is a major concern among Americans who have health insurance.  At the same time, the data suggest that relatively few individuals actually reach their policies’ annual and lifetime limits.  Thus, while such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 


Considering these caveats, Table 3.4 illustrates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit


		

		Projected to ever exceed limit



		Current Lifetime Limit

		Percentage

		Number



		Under $1,000,000

		0.03- 0.06%

		550-1,050



		$1,000,000 to $1,999,999

		0.02%

		4,500-5,000



		$2,000,000 plus

		0.02%

		13,600-14,350 



		

		

		



		Current Annual Limit

		

		



		Under $250,000

		0.19-0.23%

		550-650



		$250,000 to $499,999

		0.08-0.10%

		650-850



		$500,000 to $999,000

		0.03-0.06%

		350-700



		$1,000,000 to $1,999,999

		0.02%

		1,150-1,300



		$2,000,000 or more 

		0.01-0.02%

		750-1,750



		

		

		





Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c.  Benefits  

Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out-of-pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious.  For example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, these interim final regulations will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, these interim final regulations also reduce uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in section IV.B.6 later in this preamble.


These interim final regulations will also improve access to care.  Reaching a limit could interrupt or cause the termination of needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had occurred.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, these interim final regulations benefit the health and the economic well-being of participants, beneficiaries, and enrollees.


These interim final regulations also benefit those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds a limit and loses coverage, that individual has a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse has access to ESI, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of preexisting conditions could make health insurance in the individual market impossible.  Under these interim final regulations, people will no longer be treated differently depending on whether they have an alternative source of coverage.


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity, which is a benefit associated with these interim final regulations.  


d.  Costs and Transfers  

Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as changing their provider networks or copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for the employer’s goods or services.  Given the relatively small proportion of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the choices plans will decide to make in response to these interim final regulations, preventing more precise estimations of effects.  


In the individual market, where policies are individually underwritten with no rating bands in the majority of States, the Departments expect the added premium cost or other benefit changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200 percent of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 States with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in State insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of States that allow underwriting in the individual insurance market.


It is worth noting that the transfers discussed above will be significantly mitigated by the associated expansion of coverage that these interim final regulations create.  The Departments expect, as a result of the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing the Departments from quantifying these benefits at the present time.



Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in these interim final regulations which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to note that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in these interim final regulations or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.

e.  Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f.  Alternatives

PHS Act section 2711(a)(2) requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed earlier in section IV.B.2.b of this preamble.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to avoid or offset the potential premium increase by increasing cost sharing, tightening the network of providers, adopting cost savings tools, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and experience a gap in insurance coverage.  However, plans with current low limits could see increases in costs and potentially premiums because the proportion of claims covered by the plans would increase.  One final issue to consider is that for plan years (in the individual market, policy years) beginning after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most States).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time seemed to be the fairest approach and most likely to result in a minimal impact on premiums, so it was selected.  


Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans comprise only less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under these interim final regulations could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  

It is important to note that these interim final regulations also provide that the Secretary of HHS may establish a waiver program under which issuers or plans may assert that adhering to the restricted annual limit provisions of these interim final regulations would result in a significant decrease in access to benefits or a significant premium increase.  The Departments provided for this waiver in order to prevent the loss of coverage for enrollees in low-benefit plans (for example, “mini-med” plans) that have low annual limits.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 


Table 3.5 Estimated premium impacts for a plan moving to a new annual limit


		Current Limit

		People Subject to Current Limit

		New Limit



		

		

		 


$500k

		$750k

		$1 million

		$1.5 million

		$2 million



		$250k

		278,000

		3.7%

		5.1%

		6.1%

		6.2-6.4%

		6.2
-6.6%



		$500k

		835,000

		

		1.4%

		2.3%

		2.4-2.6%

		2.4-2.8%



		$750k

		1,113,000

		

		

		1.0%

		1.0-1.2%

		1.0-1.5%



		$1 million

		6,435,000

		

		

		

		0.1-0.3%

		0.1-0.5%



		$1.5 million

		9,287,000

		

		 

		 

		 

		0.04-0.2%





Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 

4.
PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.128)

a.  Summary 

As discussed earlier in this preamble, PHS Act Section 2712 provides rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



PHS Act Section 2712 and these interim final regulations create a statutory Federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to this provision taking effect, varying court-made Federal common law existed for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of Federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent State and Federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b.  Estimated Number of Affected Entities  

The Departments assume that these interim final regulations will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect these interim final regulations to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.


c.  Benefits  



There are many benefits that flow from these interim final regulations, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for and expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed further in section IV.B.6.b of this preamble, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.


Specifically, this provision also could protect against interruptions or terminations in care resulting from rescissions. As a result of the statute and these interim final regulations, people with high-cost illnesses at risk of rescission would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 



These interim final regulations will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.


d.  Costs and Transfers  

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the relatively low rate of rescissions (approximately 0.15 percent of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.

Under this provision of these interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are extremely rare in group markets where such costs would be most likely to be transferred through premium increases.  As described earlier, they are also rare in the individual market, affecting 0.15 percent of policies.  In this market, the potential costs would likely be born by the individuals themselves unless they live in a State with regulations limiting rate increases based on health, as discussed further below.  

While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of these interim final regulations, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, since post-claims underwriting is limited by these interim final regulations, plans may expand their pre-claims underwriting practices, potentially leading to increased denials, preexisting condition riders, or rate-ups.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, there is uncertainty concerning what proportion of the rescissions would be considered to result from fraud or intentional misrepresentation of material fact, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for PHS Act section 2711, or the prohibition of preexisting condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the relatively low prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.


5.
PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.138)

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose, with respect to a group health plan, or group or individual health insurance coverage,  a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, all plans or health insurance coverage are subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.


PHS Act section 2719A and these interim final regulations are generally effective for plan years (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.

a.  Choice of Health Care Professional

i.  Designation of Primary Care Provider


Summary.  The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  

Estimated Number of Affected Entities.  Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with ESI are enrolled in POS plans.


PHS Act section 2719A and these interim final regulations only apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


Benefits.  Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  


Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  

Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  

Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


ii.  Designation of Pediatrician as Primary Care Provider


Summary.  If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


Estimated Number of Affected Entities.  Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with ESI who are in an HMO plan.


Benefits.  By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two States have laws providing children immediate access to pediatricians.
 

Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 

Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.


Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with these interim final regulations are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.


iii.  Patient Access to Obstetrical and Gynecological Care


Summary.  The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  These plans and issuers must also treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional specializing in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.  


Estimated Number of Affected Entities.  Requiring referrals or authorizations to health care professional who specializes in obstetrics or gynecology (OB/GYNs) is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.

Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many States passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 States plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 States have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these States, who may otherwise not have had this direct access.  As well, because State law is preempted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.


These interim final regulations apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with ESI who are in HMO plans.


Benefits.  This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider to provide care and order obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.


Access to such care can have substantial benefits in women’s lives. About 42,000 American women die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with pap smears is the major reason for the 30-year decline in cervical cancer mortality.


To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


Costs and Transfers.  One potential area of additional costs associated with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


To the extent these interim final regulations result in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.

b.  Coverage of Emergency Services


i.  Summary  


PHS Act section 2719A and these interim final regulations provide that a group health plan and a health insurance issuer covering emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network).  For a plan or health insurance coverage with a network of providers that provide benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These interim final regulations also provide that a plan or health insurance issuer pay for out-of-network emergency services (prior to imposing in-network cost-sharing), the greatest of: (1) the median in-network rate; (2) the usual customary and reasonable rate (or similar rate determined using the plans or issuer’s general formula for determining payments for out-of-network services); or (3) the Medicare rate. 

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  

The statute and these interim final regulations relating to emergency services do not apply to grandfathered health plans; however, other Federal or State laws related to emergency services may apply regardless of grandfather status.


ii. Estimated Number of Affected Entities

These interim final regulations will directly affect out-of-pocket expenditures for individuals enrolled in non-grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  These interim final regulations may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in- and out-of-network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical copayment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.



Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network emergency room encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of emergency room visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out-of-pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out-of-network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 


iii.  Benefits

Insurers maintain differing copayment and coinsurance arrangements between in- and out-of-network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in-network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in-network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. These interim final regulations eliminate this disparity in out-of-pocket burden for enrollees, leading to potentially substantial financial benefit.


These interim final regulations also provide for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to providers and patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 

iv.  Costs and Transfers

The economic costs associated with the emergency department provisions are likely to be minimal.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, the demand for emergency services in truly emergency situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.


The emergency services provisions are likely to result in some transfers from the general membership of non-grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out-of-network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost sharing for out-of-network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out-of-network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered health plans.    


c. Application to Grandfathered Health Plans  


As discussed earlier in this preamble, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



d.  Patient Protection Disclosure Requirement


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 million in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.

6.  Combined Effects of the Insurance Market Reforms

a.  Summary 

The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfathered health plan – were the subject of previously published interim final regulations.  The implementation of other provisions – including those relating to coverage of preventive services (PHS Act section 2713) and appeals (PHS Act section 2719) – will be addressed in future regulations.  

This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting preexisting condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and up to 90,000 children who have insurance with benefit carve-outs or preexisting condition exclusion periods.  The policy on restricted annual limits could help up to 2,700 to 3,500 people who hit these limits each year; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market each year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, could limit the out-of-pocket spending for up to 2.1 to 4.2 million individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be relatively small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  


b.  Benefits


These interim final regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once all the protections of the full Affordable Care Act are effective.

A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by spending more on at-risk individuals and by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the IOM.
  


These interim final regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or preexisting conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 

Because considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity, this benefit is not quantified in this analysis.
  However, the Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these interim final regulations and will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. 

A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on preexisting conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These interim final regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.



A third type of benefit from these interim final regulations is improved workplace productivity.  These interim final regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these interim final regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the preexisting condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  

Fourth, the Affordable Care Act’s provisions will reduce the transfers in the health care system due to cost shifting of uncompensated care that lead to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  

The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these interim final regulations.  Three assumptions were made.  First, the uninsured populations affected by these interim final regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These interim final regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, the Departments assume that extending insurance coverage to this group is unlikely to significantly increase the overall costs of the U.S. health care system.  The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 


Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations could result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.


c.  Costs and Transfers


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting preexisting condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the restricted annual limit policy and preexisting condition exclusion policy for children do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for preexisting condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.

The Departments emphasize that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfather status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will differ (for example, a plan may already offer coverage without preexisting condition exclusions and bar rescissions, meaning they will not be affected by those provisions, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits could affect them differently.  It is especially important to note the variation in insurance market reforms across States.  Only a few States have community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed across the pool and to individual enrollees in other States depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 

D.
Regulatory Flexibility Act--Department of Labor and Department of Health and Human 


Services


The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to Federal rules that are subject to the notice and comment requirements of section 553(b) of the APA (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities.  Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B or title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.


Moreover, under Section 553(b) of the APA, a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.


E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the APA (5 U.S.C. chapter 5) does not apply to these interim final regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.


F.
Paperwork Reduction Act


1.  Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).

a. 
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits

As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an ICR subject to the PRA.  


The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.



The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records).  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing costs that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–0143; 1545–2179.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).


b. ICR Regarding Affordable Care Act Notice Relating to Rescission

As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations provide rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance except in the case of  fraud or intentional misrepresentation of a material fact.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.

The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Departments estimate that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Departments estimate that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Departments estimate that the cost burden associated with distributing the notices will be approximately $800.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.

Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 

OMB Number: 1210–0141; 1545–2180.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.
ICR Regarding Affordable Care Act Patient Protection Disclosure Requirement



As discussed earlier in this preamble, PHS Act section 2719A imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an ICR subject to the PRA. 

 
In order to satisfy these interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.


The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfather status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfather status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 



The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows: 



Type of Review: New Collection



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.



Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


OMB Number: 1210-0142; 1545-2181.


Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents 262,000 (three year average).



Total Responses: 6,186,000 (three year average).


      
Frequency of Response: 
One time


      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).


2.  Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.



a.
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits

PHS Act section 2711 and these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by State and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Department estimates that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



These interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.



The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Department estimates that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–1094.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


Estimated Total Annual Burden Cost: $6,500.



b.
ICR Regarding Affordable Care Act Notice Relating to Rescission



As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–1094.


Affected Public: For Profit Business.


Respondents: 490

Responses: 10,700.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 300 hours.


Estimated Total Annual Burden Cost: $5,200.


c.  
ICR Relating to Affordable Care Act Patient Protections Disclosure Requirement


As discussed above in the Department of Labor and Department of Treasury PRA section, these interim final regulations contains a disclosure requirement for non-grandfathered health plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.

In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 State and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.



Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.



The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfather status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfather status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   




The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.



OMB Number: 0938–1094.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 10,600.



Responses: 2,067,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 2,700 hours.


Estimated Total Annual Burden Cost: $32,000.


If you comment on any of these information collection requirements, please do either of the following:  



1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 



2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,



Attention:  CMS Desk Officer, OCIIO-9994-IFC




Fax:  (202) 395‑6974; or 



Email:  OIRA_submission@omb.eop.gov

G.  Congressional Review Act


These interim final regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 


H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by State, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for State, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.


I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by Federal agencies in the process of their formulation and 

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these interim final regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these interim final regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the Federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a Federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the Federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the Federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these interim final regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these interim final regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.


List of Subjects


26 CFR Part 54


Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.

29 CFR Part 2590

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.


45 CFR Parts 144, 146, and 147

Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the definitions of group health plan and preexisting condition exclusion to read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to federally eligible individuals pursuant to 45 CFR part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) *  *  *


(1) *  *  *


(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning set forth in
 §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section
 expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER
].

Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

(d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010, but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011, but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012, but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010, by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before
 [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before
 [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before
 [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-2179

54.9815-2712T.................................................................................................1545-2180

* * * * * 
* *


54.9815-2719AT...............................................................................................1545-2181

* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


For reasons stated in the preamble, EBSA amends 29 CFR Part 2590 as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to federally eligible individuals pursuant to 45 CFR part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) *  *  *


(1) *  *  *


(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning set forth in § 2590.701-2 of this part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010, but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011, but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012, but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010, by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR parts 144 and 146, and  part 147, added May 13, 2010, at 75 FR 27138, effective July 12, 2010, as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:


 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) *  *  *


(1) *  *  *


(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning set forth in § 144.103 of this part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011, is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011, denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add § 147.126 to read as follows:


§ 147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010, but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011, but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012, but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010, by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009, is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered health plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.


� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 


� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.


� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.


� The Affordable Care Act adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.


� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf


� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html


� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.


� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.


� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.


� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.


� NAIC Rescission Data Call, December 17, 2009, p.1.


� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).


� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).


� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf


� These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� Approximately two-thirds of the uninsured are in families with income below 200 percent of the Federal Poverty Level. Current Population Survey, March 2008. 


� The Departments researched the literature in an attempt to provide support for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and Children’s Health Insurance Program, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered ESI, but that approximately 25 percent of people without ESI purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the Congressional Budget Office in its estimates of the effects of the Affordable Care Act (�HYPERLINK "http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf"�http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf�)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with preexisting conditions.   In the absence of strong empirical guidance, the Departments consulted with experts, used their best judgment, and provide a wide range for our assumptions. 


� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.


� The 2009 AHIP survey for individual coverage estimated that approximately 2.7 percent of children with individual coverage are covered with a condition waiver.  This 3 percent estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a preexisting condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132


� Ibid.


� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: �HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051"�http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 


� Uninsured children are at least 70 percent more likely than insured children to not receive


medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.


� Ibid.


� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: �HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132"�http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�


� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf


� Himmelstein, D., Warren, E., Thorne, D., and Woolhandler, S. Illness and Injury as Contributors to Bankruptcy, Health Affairs W5-63, February 2 (2005); Himmelstein, D., Thorne, D., Warren, E., Woolhandler, S. Medical Bankruptcy in the United States, 2007: The Results of a National Study, The American Journal of Medicine June 4 (2009). 


� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4


� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325


� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf


� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf


� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK "http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf"�http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 


� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month preexisting condition exclusion meaning that for conditions that need immediate care someone could still effectively be uninsured for up to a year. In contrast, the provisions of the statute and these interim final regulations would not allow any preexisting condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 


� From the Departments’ analysis of MEPS data.  


� The Departments assume that in non-community rated States, parents purchasing individual coverage for a child with a preexisting condition will be charged a rate equal to 200 percent of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  


� �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10 percent of covered expenditures, compared to approximately 80 percent for other children.  The analysis assumes that these children were subject to a preexisting condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  


� PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.


� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 


� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.


� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.


� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverage was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.


� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.


� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).


� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf


� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 


� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.


� Numbers calculated from Table 3.4 may differ due to rounding.


� If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.


� This statement is based on the Departments’ conversations with industry experts.  


� 2009 Current Population Survey.


� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).


� NAIC Rescission Data Call, December 17, 2009, p.1.
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� Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”


� Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” 
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� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit
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� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 17, 2010 (75 FR 34538).


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).
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� The Department’s estimate of the number of State and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 FR 34538 (June 17, 2010). 


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).





�I don’t think it made sense before.


�You can’t have it expire “on or before” a date—it can easily be argued that it’s already expired.  There’s no control here.  We suggest removing “or before” and if it does expire before, you will publish notification of it.


�3 years falls on Saturday June 22, 2013.  We normally bump ahead to next working day.  Do you want June 22, 2013 or June 24, 2013 (a Monday)?


�See previous


�See previous.


�See previous.


�On July 12, an entry for 2714 will be here. (May 13 rule 75 FR 27136)
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Internal Revenue Service


26 CFR Parts 54 and 602


TD 9491

RIN 1545-BJ61

DEPARTMENT OF LABOR


Employee Benefits Security Administration

29 CFR Part 2590


RIN 1210-AB43     

DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight

OCIIO-9994-IFC


45 CFR Parts 144, 146, and 147


RIN 0991-AB69

Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 

AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].

Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:

1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:



●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):



1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.



3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations in several phases implementing the revised PHS Act sections 2701 through 2719A and related provisions of the Affordable Care Act.  The first phase in this series was a pair of publications consisting of a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718 and a Request for Information relating to the rate review process of PHS Act 2794, both published in the Federal Register on April 14, 2010 (75 FR 19297 and 19335).  The second phase was interim final regulations implementing PHS Act section 2714 (requiring coverage of adult children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third phase was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010 (which is six months after the March 23, 2010 date of enactment of the Affordable Care Act); or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion if the exclusion applies regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the PHS Act section 2704 prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years in 2013.  These interim final regulations provide that the PHS Act section 2711 annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses for the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year (in the individual market, policy year) beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan or so-called “mini-med” plans, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to restricted annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.  In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits on individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a Federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  For policy years beginning on or after January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the Federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan or health insurance coverage providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary, or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these interim final regulations require significant lead time in order to implement.  For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these interim final regulations into effect, and that it is in the public interest to promulgate interim final regulations.


IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services

As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding preexisting condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.


The Departments have crafted these interim final regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these interim final regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services


Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.

Table 1.1 Accounting Table


		TABLE 1.1--Accounting Table

		

		

		

		



		Benefits

		 

		 

		 

		 



		Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, obstetrical and gynecological care, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 






		Costs

		 Estimate

		Year Dollar

		Discount Rate

		Period Covered




		Annualized Monetized ($millions/year)

		4.9 

		2010

		7%

		2011-2013



		

		4.9 

		2010

		3%

		2011-2013



		        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.



		Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  


 



		Transfers

		 

		 

		 

		 



		Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.





1. Need for Regulatory Action


a.  Preexisting condition exclusions

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   


Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 


 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 States, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  

These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  


b.  Lifetime and annual limits

As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  


These new protections ensure that patients are not confronted with devastating health costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 


These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health coverage in the marketplace.  For more detail about these provisions, see the discussion of PHS Act Section 2711, Lifetime and Annual Limits, in section II.B earlier in this preamble.


c.  Rescission


As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  

Prior to the Affordable Care Act, thousands of Americans lost health coverage each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 

When a coverage rescission occurs, an individual’s health coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.

These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  


d.  Patient Protections

As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.


The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2) copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 


This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 

2. 
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)

a.  Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   


Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have preexisting conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b.  Estimated Number of Affected Individuals  


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a preexisting condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or an exclusion period that excludes coverage for a preexisting condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by these interim final regulations: first, children who have a preexisting condition and who are uninsured; second, children who are covered by individual insurance with a rider excluding coverage for a preexisting condition or a preexisting condition exclusion period.  For the latter category, obtaining coverage for the preexisting condition may require terminating the child’s existing policy and beginning a new one, because individual health insurance coverage that is a grandfathered health plan is not required to comply with PHS Act section 2704 or these interim final regulations.

It is difficult to estimate precisely how many uninsured children have a preexisting condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a preexisting condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a preexisting condition.  Thus, the Departments use proxies for preexisting conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  


The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a preexisting condition.  Whether or not the statute and these interim final regulations are likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a preexisting condition, 10.2 million already have employer-sponsored insurance (ESI), 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with preexisting conditions.
  The Departments assume that this group of 540,000 uninsured children with a preexisting condition would be denied coverage for that condition or altogether if they were to apply.  


The likelihood that an uninsured child with a preexisting condition will gain coverage due to these interim final regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a preexisting condition live with a parent who is also uninsured and is not offered ESI.  An additional 190,000 have a parent who is covered by ESI, and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 2.1 Estimated number of uninsured children with preexisting conditions, by parent’s insurance status, 2010

		Parent’s insurance status

		Number of children 



		Parent has employer-sponsored insurance (ESI)

		190,000



		Parent offered ESI

		60,000



		Parent has individual market insurance 

		10,000



		Parent does not have private insurance*

		270,000



		No parent

		20,000



		Total **

		540,000





* Primarily parents who are uninsured, but also including a small number who have public coverage.

** Total is not the sum of the components due to rounding.


Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   


The group most likely to be affected by these interim final regulations is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child due to a preexisting condition.  If an individual market insurance policy does not change substantially and retains its grandfather status, the insurer is not required to add a child with a preexisting condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  


At the other extreme, roughly 190,000 uninsured children with a preexisting condition have a parent with ESI.  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI could have had to be in a preexisting exclusion period before coverage is provided for services to treat that condition.  Under the statute and these interim final regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  


Approximately 60,000 uninsured children with a preexisting condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these interim final regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these interim final regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a preexisting condition if it were available to them.  


While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50 percent of uninsured children whose parents have individual coverage will be newly insured, 15 percent of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50 percent and 15 percent assumptions increase to 75 percent and 20 percent, respectively.  For the low-end assumption, they assume that they decrease to 25 percent and 10 percent.    


As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with preexisting conditions could gain coverage as a result of these interim final regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Given that most ESI already covers children with preexisting conditions, almost all of these children newly gaining coverage are expected to gain individual coverage.
   


Table 2.2 Estimated number of uninsured children gaining coverage 


		 

		Gain Employer-Sponsored Insurance

		Gain Individual Market Insurance

		Total



		High Take-Up

		10,000

		62,000

		72,000



		Medium Take-Up

		6,000

		45,000

		51,000



		Low take-Up

		2,000

		29,000

		31,000





Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 


The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a “condition waiver” that excludes coverage or imposes an exclusion period for coverage of a preexisting condition.  After the implementation of these interim final regulations, children whose parents purchase individual coverage will not be subject to condition waivers or preexisting condition exclusion periods.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a period during which coverage for a preexisting condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered health plans and thus these children will not be directly affected by these interim final regulations.  However, the parents of those children could choose to switch from an individual policy that is a grandfathered health plan to a new policy that is not grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a preexisting condition exclusion period, curtailing the exclusion period would require the termination of the current plan and purchase of a policy on or after September 23, 2010.


c.  Benefits  


The benefits of PHS Act Section 2704 and these interim final regulations are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care, improve health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
   Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7 percent reported such delays or care deficiencies.


With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.


In addition to their benefits relating to access to care, health, and well-being of children, these interim final regulations are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 States offer Medicaid eligibility to adults and children who spend-down to State-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14 percent), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because States are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is Federal funding.
  Reduced reliance on these programs under these interim final regulations will benefit State and Federal governments and, by extension, taxpayers.


In addition, these interim final regulations may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with preexisting conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with preexisting conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 


d.  Costs and Transfers


Children with preexisting conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with preexisting conditions have higher health care costs than healthier children, among children with preexisting conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with preexisting conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    

As shown above in Table 2.2, the Departments estimate that approximately 2,000 to 10,000 children whose parents have ESI or an offer of ESI will be newly covered in the group market.  Because few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that these interim final regulations will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with preexisting conditions gaining insurance under these interim final regulations will have greater health needs than the average uninsured child with a preexisting condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of States that do not require community rating, much of the additional cost of care for newly-covered children with preexisting condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry experts, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated States, the parents of newly insured children will pay a premium that is equal to twice the standard rate, and the remainder of the additional costs will be spread to other policy holders in the individual market.
  However, with the enactment of the Affordable care Act and the issuance of these interim final regulations, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty States that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market that are not grandfathered health plans.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated States, and approximately one-half of one percent in States without community rating.


Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the preexisting condition or requires an exclusion period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a preexisting condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any preexisting condition exclusion period.  Of note, the Departments estimate that turnover in the individual market is between 40 percent and 70 percent per year. 
  Therefore, in a few years, most children who would have been covered with a condition waiver in the absence of these interim final regulations are expected to be in new policies that are not grandfathered health plans in any case.


The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a preexisting condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  


Similar to the expectations for newly covered children in the individual market, in States that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in States without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in States with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full net effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered health plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with preexisting conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.

3. 
PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)

a.  Summary  

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term restricted annual limit, the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits on the dollar value of benefits that are essential health benefits of no less than $750,000 for plan years (in the individual market, policy years) beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for plan years (in the individual market, policy years) beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for plan years (in the individual market, policy years) beginning on or after September 23, 2012, but before January 1, 2014.  For plan years (in the individual market, policy years) beginning January 1, 2014, no annual limits may be placed on essential health benefits.  


The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b.  Estimated Number of Affected Entities  

In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of $2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  

Table 3.1: Prevalence of Lifetime Limits


		Market

		Prevalence of Limit

		Number of Enrollees



		Large Group

		

		



		Under $1,000,000

		1%

		1,000,000



		$1,000,000 - $2,000,000

		18%

		18,700,000



		$2,000,000 or higher

		45%

		46,600,000



		No Limit

		37%

		38,300,000



		Small Group

		

		



		Under $1,000,000

		1%

		500,000



		$1,000,000 - $2,000,000

		12%

		6,300,000



		$2,000,000 or higher

		39%

		20,500,000



		No Limit

		48%

		25,200,000



		Individual

		

		



		Under $1,000,000

		2%

		200,000



		$1,000,000 - $2,000,000

		1%

		100,000



		$2,000,000 or higher

		86%

		8,400,000



		No Limit

		11%

		1,100,000





Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits

There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by these interim final regulations.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final year of the phase-in period (beginning on September 23, 2012) would affect additional plans and policies requiring a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies to increase their annual limit to $2 million.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.  Note that the estimated number of plans and people affected are upper-bound estimates since they do not take into account grandfathered health plans and plans that receive a waiver from the annual limits policy.

Table 3.2 Percent of plans employing annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual



		Under $250,000

		*

		0.4%

		0.4%



		$250,000 - 499,999

		*

		1.3%

		1.2%



		$500,000 – 999,999

		*

		1.7%

		1.6%



		$1,000,000 – 1,999,999

		2.3%

		5.5%

		12.0%



		$2,000,000 plus

		5.8%

		5.5%

		3.8%



		Total

		8.2%

		14.4%

		19.0%





* Less than 0.1%


Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits

Table 3.3 Number of persons subjected to annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual

		Total



		Under $250,000

		15,000

		225,000

		38,000

		278,000



		$250,000 - 499,999

		45,000

		675,000

		115,000

		835,000



		$500,000 – 999,999

		60,000

		900,000

		153,000

		1,113,000



		$1,000,000 – 1,999,999

		2,389,000

		2,869,000

		1,177,000

		6,435,000



		$2,000,000 plus

		6,041,000

		2,869,000

		377,000

		9,287,000



		Total

		8,550,000

		7,538,000

		1,860,000

		17,948,000





Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits

Fear and anxiety about reaching annual or lifetime limits on coverage is a major concern among Americans who have health insurance.  At the same time, the data suggest that relatively few individuals actually reach their policies’ annual and lifetime limits.  Thus, while such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 


Considering these caveats, Table 3.4 illustrates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit


		

		Projected to ever exceed limit



		Current Lifetime Limit

		Percentage

		Number



		Under $1,000,000

		0.03- 0.06%

		550-1,050



		$1,000,000 to $1,999,999

		0.02%

		4,500-5,000



		$2,000,000 plus

		0.02%

		13,600-14,350 



		

		

		



		Current Annual Limit

		

		



		Under $250,000

		0.19-0.23%

		550-650



		$250,000 to $499,999

		0.08-0.10%

		650-850



		$500,000 to $999,000

		0.03-0.06%

		350-700



		$1,000,000 to $1,999,999

		0.02%

		1,150-1,300



		$2,000,000 or more 

		0.01-0.02%

		750-1,750



		

		

		





Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.


c.  Benefits  

Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out-of-pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious.  For example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, these interim final regulations will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, these interim final regulations also reduce uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in section IV.B.6 later in this preamble.


These interim final regulations will also improve access to care.  Reaching a limit could interrupt or cause the termination of needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had occurred.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, these interim final regulations benefit the health and the economic well-being of participants, beneficiaries, and enrollees.


These interim final regulations also benefit those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds a limit and loses coverage, that individual has a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse has access to ESI, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of preexisting conditions could make health insurance in the individual market impossible.  Under these interim final regulations, people will no longer be treated differently depending on whether they have an alternative source of coverage.


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity, which is a benefit associated with these interim final regulations.  


d.  Costs and Transfers  

Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as changing their provider networks or copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for the employer’s goods or services.  Given the relatively small proportion of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the choices plans will decide to make in response to these interim final regulations, preventing more precise estimations of effects.  


In the individual market, where policies are individually underwritten with no rating bands in the majority of States, the Departments expect the added premium cost or other benefit changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200 percent of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 States with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in State insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of States that allow underwriting in the individual insurance market.


It is worth noting that the transfers discussed above will be significantly mitigated by the associated expansion of coverage that these interim final regulations create.  The Departments expect, as a result of the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing the Departments from quantifying these benefits at the present time.



Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in these interim final regulations which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to note that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in these interim final regulations or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.

e.  Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f.  Alternatives

PHS Act section 2711(a)(2) requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed earlier in section IV.B.2.b of this preamble.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to avoid or offset the potential premium increase by increasing cost sharing, tightening the network of providers, adopting cost savings tools, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and experience a gap in insurance coverage.  However, plans with current low limits could see increases in costs and potentially premiums because the proportion of claims covered by the plans would increase.  One final issue to consider is that for plan years (in the individual market, policy years) beginning after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most States).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time seemed to be the fairest approach and most likely to result in a minimal impact on premiums, so it was selected.  


Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans comprise only less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under these interim final regulations could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  

It is important to note that these interim final regulations also provide that the Secretary of HHS may establish a waiver program under which issuers or plans may assert that adhering to the restricted annual limit provisions of these interim final regulations would result in a significant decrease in access to benefits or a significant premium increase.  The Departments provided for this waiver in order to prevent the loss of coverage for enrollees in low-benefit plans (for example, “mini-med” plans) that have low annual limits.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 


Table 3.5 Estimated premium impacts for a plan moving to a new annual limit


		Current Limit

		People Subject to Current Limit

		New Limit



		

		

		 


$500k

		$750k

		$1 million

		$1.5 million

		$2 million



		$250k

		278,000

		3.7%

		5.1%

		6.1%

		6.2-6.4%

		6.2
-6.6%



		$500k

		835,000

		

		1.4%

		2.3%

		2.4-2.6%

		2.4-2.8%



		$750k

		1,113,000

		

		

		1.0%

		1.0-1.2%

		1.0-1.5%



		$1 million

		6,435,000

		

		

		

		0.1-0.3%

		0.1-0.5%



		$1.5 million

		9,287,000

		

		 

		 

		 

		0.04-0.2%





Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 

4.
PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147.128)

a.  Summary 

As discussed earlier in this preamble, PHS Act Section 2712 provides rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



PHS Act Section 2712 and these interim final regulations create a statutory Federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to this provision taking effect, varying court-made Federal common law existed for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of Federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent State and Federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b.  Estimated Number of Affected Entities  

The Departments assume that these interim final regulations will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect these interim final regulations to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force.
  This estimate implies there are approximately 10,700 rescissions per year.


c.  Benefits  



There are many benefits that flow from these interim final regulations, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for and expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed further in section IV.B.6.b of this preamble, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.


Specifically, this provision also could protect against interruptions or terminations in care resulting from rescissions. As a result of the statute and these interim final regulations, people with high-cost illnesses at risk of rescission would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 



These interim final regulations will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.


d.  Costs and Transfers  

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the relatively low rate of rescissions (approximately 0.15 percent of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.

Under this provision of these interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are extremely rare in group markets where such costs would be most likely to be transferred through premium increases.  As described earlier, they are also rare in the individual market, affecting 0.15 percent of policies.  In this market, the potential costs would likely be born by the individuals themselves unless they live in a State with regulations limiting rate increases based on health, as discussed further below.  

While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of these interim final regulations, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, since post-claims underwriting is limited by these interim final regulations, plans may expand their pre-claims underwriting practices, potentially leading to increased denials, preexisting condition riders, or rate-ups.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, there is uncertainty concerning what proportion of the rescissions would be considered to result from fraud or intentional misrepresentation of material fact, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for PHS Act section 2711, or the prohibition of preexisting condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the relatively low prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.


5.
PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-2719A, 45 CFR 147.138)

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose, with respect to a group health plan, or group or individual health insurance coverage,  a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, all plans or health insurance coverage are subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.


PHS Act section 2719A and these interim final regulations are generally effective for plan years (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.

a.  Choice of Health Care Professional

i.  Designation of Primary Care Provider


Summary.  The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  

Estimated Number of Affected Entities.  Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with ESI are enrolled in POS plans.


PHS Act section 2719A and these interim final regulations only apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


Benefits.  Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  


Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  

Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  

Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


ii.  Designation of Pediatrician as Primary Care Provider


Summary.  If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


Estimated Number of Affected Entities.  Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with ESI who are in an HMO plan.


Benefits.  By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two States have laws providing children immediate access to pediatricians.
 

Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 

Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.


Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with these interim final regulations are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.


iii.  Patient Access to Obstetrical and Gynecological Care


Summary.  The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  These plans and issuers must also treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional specializing in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.  


Estimated Number of Affected Entities.  Requiring referrals or authorizations to health care professional who specializes in obstetrics or gynecology (OB/GYNs) is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.

Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many States passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 States plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 States have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these States, who may otherwise not have had this direct access.  As well, because State law is preempted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.


These interim final regulations apply to non-grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with ESI who are in HMO plans.


Benefits.  This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider to provide care and order obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.


Access to such care can have substantial benefits in women’s lives. About 42,000 American women die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with pap smears is the major reason for the 30-year decline in cervical cancer mortality.


To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


Costs and Transfers.  One potential area of additional costs associated with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


To the extent these interim final regulations result in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.

b.  Coverage of Emergency Services


i.  Summary  


PHS Act section 2719A and these interim final regulations provide that a group health plan and a health insurance issuer covering emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network).  For a plan or health insurance coverage with a network of providers that provide benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These interim final regulations also provide that a plan or health insurance issuer pay for out-of-network emergency services (prior to imposing in-network cost-sharing), the greatest of: (1) the median in-network rate; (2) the usual customary and reasonable rate (or similar rate determined using the plans or issuer’s general formula for determining payments for out-of-network services); or (3) the Medicare rate. 

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  

The statute and these interim final regulations relating to emergency services do not apply to grandfathered health plans; however, other Federal or State laws related to emergency services may apply regardless of grandfather status.


ii. Estimated Number of Affected Entities

These interim final regulations will directly affect out-of-pocket expenditures for individuals enrolled in non-grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  These interim final regulations may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in- and out-of-network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical copayment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.



Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network emergency room encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of emergency room visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out-of-pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out-of-network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 


iii.  Benefits

Insurers maintain differing copayment and coinsurance arrangements between in- and out-of-network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in-network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in-network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. These interim final regulations eliminate this disparity in out-of-pocket burden for enrollees, leading to potentially substantial financial benefit.


These interim final regulations also provide for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to providers and patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 

iv.  Costs and Transfers

The economic costs associated with the emergency department provisions are likely to be minimal.  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, the demand for emergency services in truly emergency situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.


The emergency services provisions are likely to result in some transfers from the general membership of non-grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out-of-network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost sharing for out-of-network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out-of-network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered health plans.    


c. Application to Grandfathered Health Plans  


As discussed earlier in this preamble, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



d.  Patient Protection Disclosure Requirement


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 million in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.

6.  Combined Effects of the Insurance Market Reforms

a.  Summary 

The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfathered health plan – were the subject of previously published interim final regulations.  The implementation of other provisions – including those relating to coverage of preventive services (PHS Act section 2713) and appeals (PHS Act section 2719) – will be addressed in future regulations.  

This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting preexisting condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and up to 90,000 children who have insurance with benefit carve-outs or preexisting condition exclusion periods.  The policy on restricted annual limits could help up to 2,700 to 3,500 people who hit these limits each year; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market each year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, could limit the out-of-pocket spending for up to 2.1 to 4.2 million individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be relatively small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  


b.  Benefits


These interim final regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once all the protections of the full Affordable Care Act are effective.

A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by spending more on at-risk individuals and by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the IOM.
  


These interim final regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or preexisting conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 

Because considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity, this benefit is not quantified in this analysis.
  However, the Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these interim final regulations and will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. 

A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on preexisting conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These interim final regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.



A third type of benefit from these interim final regulations is improved workplace productivity.  These interim final regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these interim final regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the preexisting condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  

Fourth, the Affordable Care Act’s provisions will reduce the transfers in the health care system due to cost shifting of uncompensated care that lead to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  

The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these interim final regulations.  Three assumptions were made.  First, the uninsured populations affected by these interim final regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These interim final regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, the Departments assume that extending insurance coverage to this group is unlikely to significantly increase the overall costs of the U.S. health care system.  The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 


Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations could result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.


c.  Costs and Transfers


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting preexisting condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the restricted annual limit policy and preexisting condition exclusion policy for children do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for preexisting condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.

The Departments emphasize that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfather status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will differ (for example, a plan may already offer coverage without preexisting condition exclusions and bar rescissions, meaning they will not be affected by those provisions, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits could affect them differently.  It is especially important to note the variation in insurance market reforms across States.  Only a few States have community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed across the pool and to individual enrollees in other States depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 

D.
Regulatory Flexibility Act--Department of Labor and Department of Health and Human 


Services


The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to Federal rules that are subject to the notice and comment requirements of section 553(b) of the APA (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities.  Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B or title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.


Moreover, under Section 553(b) of the APA, a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.


E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the APA (5 U.S.C. chapter 5) does not apply to these interim final regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.


F.
Paperwork Reduction Act


1.  Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).

a. 
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits

As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an ICR subject to the PRA.  


The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.



The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records).  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing costs that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–0143; 1545–2179.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).


b. ICR Regarding Affordable Care Act Notice Relating to Rescission

As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations provide rules regarding rescissions for group health plans and health insurance issuers that offer group or individual health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, certificate, or contract of insurance except in the case of  fraud or intentional misrepresentation of a material fact.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.

The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Departments estimate that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Departments estimate that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Departments estimate that the cost burden associated with distributing the notices will be approximately $800.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.

Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 

OMB Number: 1210–0141; 1545–2180.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.
ICR Regarding Affordable Care Act Patient Protection Disclosure Requirement



As discussed earlier in this preamble, PHS Act section 2719A imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an ICR subject to the PRA. 

 
In order to satisfy these interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.


The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfather status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfather status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 



The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows: 



Type of Review: New Collection



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.



Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


OMB Number: 1210-0142; 1545-2181.


Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents 262,000 (three year average).



Total Responses: 6,186,000 (three year average).


      
Frequency of Response: 
One time


      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).


2.  Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.



a.
ICR Regarding Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits

PHS Act section 2711 and these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by State and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Department estimates that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



These interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.



The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Department estimates that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–1094.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


Estimated Total Annual Burden Cost: $6,500.



b.
ICR Regarding Affordable Care Act Notice Relating to Rescission



As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–1094.


Affected Public: For Profit Business.


Respondents: 490

Responses: 10,700.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 300 hours.


Estimated Total Annual Burden Cost: $5,200.


c.  
ICR Relating to Affordable Care Act Patient Protections Disclosure Requirement


As discussed above in the Department of Labor and Department of Treasury PRA section, these interim final regulations contains a disclosure requirement for non-grandfathered health plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.

In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 State and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.



Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.



The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfather status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfather status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfather status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   




The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.



OMB Number: 0938–1094.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 10,600.



Responses: 2,067,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 2,700 hours.


Estimated Total Annual Burden Cost: $32,000.


If you comment on any of these information collection requirements, please do either of the following:  



1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 



2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,



Attention:  CMS Desk Officer, OCIIO-9994-IFC




Fax:  (202) 395‑6974; or 



Email:  OIRA_submission@omb.eop.gov

G.  Congressional Review Act


These interim final regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 


H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by State, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for State, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.


I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by Federal agencies in the process of their formulation and 

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these interim final regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these interim final regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the Federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a Federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the Federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the Federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these interim final regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these interim final regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.


List of Subjects


26 CFR Part 54


Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.

29 CFR Part 2590

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.


45 CFR Parts 144, 146, and 147

Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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Internal Revenue Service


26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

(d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-2179

54.9815-2712T.................................................................................................1545-2180

54.9815-2719AT...............................................................................................1545-2181

* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:


 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to part 147 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The rules of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered health plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to part 147 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another example, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.


� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 


� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.


� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.


� The Affordable Care Act adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.


� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf


� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html


� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.


� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.


� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.


� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.


� NAIC Rescission Data Call, December 17, 2009, p.1.


� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).


� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).


� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf


� These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� Approximately two-thirds of the uninsured are in families with income below 200 percent of the Federal Poverty Level. Current Population Survey, March 2008. 


� The Departments researched the literature in an attempt to provide support for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and Children’s Health Insurance Program, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered ESI, but that approximately 25 percent of people without ESI purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the Congressional Budget Office in its estimates of the effects of the Affordable Care Act (�HYPERLINK "http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf"�http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf�)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with preexisting conditions.   In the absence of strong empirical guidance, the Departments consulted with experts, used their best judgment, and provide a wide range for our assumptions. 


� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.


� The 2009 AHIP survey for individual coverage estimated that approximately 2.7 percent of children with individual coverage are covered with a condition waiver.  This 3 percent estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a preexisting condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132


� Ibid.


� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: �HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051"�http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 


� Uninsured children are at least 70 percent more likely than insured children to not receive


medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.


� Ibid.


� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: �HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132"�http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�


� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf


� Himmelstein, D., Warren, E., Thorne, D., and Woolhandler, S. Illness and Injury as Contributors to Bankruptcy, Health Affairs W5-63, February 2 (2005); Himmelstein, D., Thorne, D., Warren, E., Woolhandler, S. Medical Bankruptcy in the United States, 2007: The Results of a National Study, The American Journal of Medicine June 4 (2009). 


� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4


� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325


� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf


� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf


� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK "http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf"�http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 


� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month preexisting condition exclusion meaning that for conditions that need immediate care someone could still effectively be uninsured for up to a year. In contrast, the provisions of the statute and these interim final regulations would not allow any preexisting condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 


� From the Departments’ analysis of MEPS data.  


� The Departments assume that in non-community rated States, parents purchasing individual coverage for a child with a preexisting condition will be charged a rate equal to 200 percent of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  


� �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10 percent of covered expenditures, compared to approximately 80 percent for other children.  The analysis assumes that these children were subject to a preexisting condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  


� PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.


� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 


� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.


� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.


� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverage was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.


� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.


� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).


� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf


� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 
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� For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7�.


� Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”
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� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit
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� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 17, 2010 (75 FR 34538).


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).


� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit


� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.


� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.


� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.


� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.


� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).


� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf


� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.





� The Department’s estimate of the number of State and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 FR 34538 (June 17, 2010). 


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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SUMMARY:  This document contains interim final regulations implementing the rules for 

group health plans and health insurance coverage in the group and individual markets under 

provisions of the Patient Protection and Affordable Care Act regarding preexisting condition 

exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.     

DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 

DAYS AFTER PUBLICATION IN FEDERAL REGISTER]. 

Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER 

PUBLICATION IN FEDERAL REGISTER]. 

Applicability dates: 

1.  Group health plans and group health insurance coverage. These interim final 

regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 

2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health 

insurance issuers for plan years beginning on or after September 23, 2010.  These interim final 

regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 

CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that 

in the case of individuals who are under 19 years of age, these interim final regulations under 

PHS Act section 2704 apply for plan years beginning on or after September 23, 2010. 

2.  Individual health insurance coverage. These interim final regulations, except those 

under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance 

issuers for policy years beginning on or after September 23, 2010.  These interim final 

regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health 

insurance issuers for policy years beginning on or after January 1, 2014, except that in the case 
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of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 

2704 apply for policy years beginning on or after September 23, 2010. 

ADDRESSES:  Written comments may be submitted to any of the addresses specified 

below.  Any comment that is submitted to any Department will be shared with the other 

Departments.  Please do not submit duplicates.   

All comments will be made available to the public.  WARNING: Do not include any 

personally identifiable information (such as name, address, or other contact information) or 

confidential business information that you do not want publicly disclosed.  All comments are 

posted on the Internet exactly as received, and can be retrieved by most Internet search engines. 

No deletions, modifications, or redactions will be made to the comments received, as they are 

public records.  Comments may be submitted anonymously. 

Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-

AB43, by one of the following methods: 

 ●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions 

for submitting comments. 

 ●  Email:  E-OHPSCA715.EBSA@dol.gov.   

 ●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance 

Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of 

Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43. 

Comments received by the Department of Labor will be posted without change to 

http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at 

the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 

Constitution Avenue, NW, Washington, DC 20210.   
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Department of Health and Human Services.  In commenting, please refer to file code 

OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by 

facsimile (FAX) transmission.   

You may submit comments in one of four ways (please choose only one of the ways listed): 

 1.  Electronically.  You may submit electronic comments on this regulation to 

http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab. 

2.  By regular mail.  You may mail written comments to the following address ONLY: 

Office of Consumer Information and Insurance Oversight 

Department of Health and Human Services,  

Attention: OCIIO-9994-IFC,  

P.O. Box 8016,  

Baltimore, MD 21244-1850. 

Please allow sufficient time for mailed comments to be received before the 

close of the comment period. 

 3.  By express or overnight mail.  You may send written comments to the following 

address ONLY: 

Office of Consumer Information and Insurance Oversight,  

Department of Health and Human Services,  

Attention: OCIIO-9994-IFC,  

Mail Stop C4-26-05, 

7500 Security Boulevard,   

Baltimore, MD 21244-1850. 
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4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written 

comments before the close of the comment period to either of the following addresses: 

a.  For delivery in Washington, DC-- 

Office of Consumer Information and Insurance Oversight, 

Department of Health and Human Services,  

Room 445-G, Hubert H. Humphrey Building,  

200 Independence Avenue, SW,  

Washington, DC 20201 

(Because access to the interior of the Hubert H. Humphrey Building is not readily 

available to persons without Federal government identification, commenters are encouraged to 

leave their comments in the OCIIO drop slots located in the main lobby of the building.  A 

stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and 

retaining an extra copy of the comments being filed.) 

b.  For delivery in Baltimore, MD-- 

 Centers for Medicare & Medicaid Services,  

 Department of Health and Human Services, 

 7500 Security Boulevard,  

 Baltimore, MD 21244-1850 

 If you intend to deliver your comments to the Baltimore address, please call (410) 786-

7195 in advance to schedule your arrival with one of our staff members.   

 Comments mailed to the addresses indicated as appropriate for hand or courier delivery 

may be delayed and received after the comment period. 
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 Submission of comments on paperwork requirements.  You may submit comments on 

this document’s paperwork requirements by following the instructions at the end of the 

“Collection of Information Requirements” section in this document. 

    Inspection of Public Comments:  All comments received before the close of the 

comment period are available for viewing by the public, including any personally identifiable or 

confidential business information that is included in a comment.  We post all comments received 

before the close of the comment period on the following website as soon as possible after they 

have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site 

to view public comments.   

 Comments received timely will also be available for public inspection as they are 

received, generally beginning approximately three weeks after publication of a document, at the 

headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, 

Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  

To schedule an appointment to view public comments, phone 1-800-743-3951. 

Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one 

of the following methods:  

 ●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for 

submitting comments. 

 ●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, 

P.O. Box 7604, Ben Franklin Station, Washington, DC 20044. 

 ●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 

4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 

Constitution Avenue, NW, Washington DC 20224. 
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All submissions to the IRS will be open to public inspection and copying in Room 1621, 

1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m. 

FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee 

Benefits Security Administration, Department of Labor, at (202) 693-8335; Karen Levin, 

Internal Revenue Service, Department of the Treasury, at (202) 622-6080; Jim Mayhew, Office 

of Consumer Information and Insurance Oversight, Department of Health and Human Services, 

at (410) 786-1565. 

CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information 

from the Department of Labor concerning employment-based health coverage laws may call the 

EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website 

(http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for 

consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website 

(http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on 

health reform can be found at http://www.healthreform.gov.  

SUPPLEMENTARY INFORMATION: 

I.  Background 

The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-

148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the 

Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act 

and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII 

of the Public Health Service Act (PHS Act) relating to group health plans and health insurance 

issuers in the group and individual markets.  The term “group health plan” includes both insured 
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and self-insured group health plans.1  The Affordable Care Act adds section 715(a)(1) to the 

Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal 

Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act 

into ERISA and the Code, and make them applicable to group health plans, and health insurance 

issuers providing health insurance coverage in connection with group health plans.  The PHS Act 

sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 

through 2719A are substantially new, though they incorporate some provisions of prior law.  

PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly 

minor, changes.   

Subtitles A and C of title I of the Affordable Care Act amend the requirements of title 

XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The 

preemption provisions of ERISA section 731 and PHS Act section 27242 (implemented in 29 

CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and 

title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to 

supersede any provision of State law which establishes, implements, or continues in effect any 

standard or requirement solely relating to health insurance issuers in connection with group or 

individual health insurance coverage except to the extent that such standard or requirement 

prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws 

that impose on health insurance issuers requirements that are stricter than the requirements 

imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.   

                                                 
1 The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, 
and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The 
term “health plan” does not include self-insured group health plans.  
2 Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care 
Act, there were no express preemption provisions in chapter 100 of the Code. 
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The Departments of Health and Human Services, Labor, and the Treasury (the 

Departments) are issuing regulations in several phases implementing the revised PHS Act 

sections 2701 through 2719A and related provisions of the Affordable Care Act.  The first phase 

in this series was a pair of publications consisting of a Request for Information relating to the 

medical loss ratio provisions of PHS Act section 2718 and a Request for Information relating to 

the rate review process of PHS Act 2794, both published in the Federal Register on April 14, 

2010 (75 FR 19297 and 19335).  The second phase was interim final regulations implementing 

PHS Act section 2714 (requiring coverage of adult children to age 26), published in the Federal 

Register on May 13, 2010 (75 FR 27122).  The third phase was interim final regulations 

implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered 

health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim 

final regulations are being published to implement PHS Act sections 2704 (prohibiting 

preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 

2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act 

section 2704 generally is effective for plan years (in the individual market, policy years) 

beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants 

for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years 

beginning on or after September 23, 2010 (which is six months after the March 23, 2010 date of 

enactment of the Affordable Care Act); or in the case of individual health insurance coverage, for 

policy years beginning, or applications denied, on or after September 23, 2010.3  The rest of 

these provisions generally are effective for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010.  The implementation of other provisions of PHS Act 

sections 2701 through 2719A will be addressed in future regulations.     
                                                 
3 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 10

II.  Overview of the Regulations  
 
A.   PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-

2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)     
 

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which 

amends the HIPAA4 rules relating to preexisting condition exclusions to provide that a group 

health plan and a health insurance issuer offering group or individual health insurance coverage 

may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the 

effective date of these amendments) apply only to group health plans and group health insurance 

coverage, and permit limited exclusions of coverage based on a preexisting condition under 

certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition 

exclusion from being imposed by group health plans or group health insurance coverage and 

extends this protection to individual health insurance coverage.  This prohibition generally is 

effective with respect to plan years (in the individual market, policy years) beginning on or after 

January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes 

effective for plan years (in the individual market, policy years) beginning on or after September 

23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding 

preexisting condition exclusions continue to apply.    

 HIPAA generally defines a preexisting condition exclusion5 as a limitation or exclusion 

of benefits relating to a condition based on the fact that the condition was present before the date 

of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment 

was recommended or received before that date.  Based on this definition, PHS Act section 2704, 

as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific 

                                                 
4 HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).  
5 Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments 
made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 
9801(b)(1). 
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benefits associated with a preexisting condition in the case of an enrollee, but a complete 

exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.   

 The protections in the new PHS Act section 2704 generally apply for plan years (in the 

individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care 

Act provides, however, that these protections apply with respect to enrollees under age 19 for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An 

enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In 

order for an individual seeking enrollment to receive the same protection that applies in the case 

of such an enrollee, the individual similarly could not be denied enrollment or specific benefits 

based on a preexisting condition.  Thus, for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 

19 with a preexisting condition from being denied coverage under a plan or health insurance 

coverage (through denial of enrollment or denial of specific benefits) based on the preexisting 

condition. 

 These interim final regulations do not change the HIPAA rule that an exclusion of 

benefits for a condition under a plan or policy is not a preexisting condition exclusion if the 

exclusion applies regardless of when the condition arose relative to the effective date of 

coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting 

condition exclusions, which remain in effect.6  (Other requirements of Federal or State law, 

however, may prohibit certain benefit exclusions.)   

Application to grandfathered health plans.  Under the statute and these interim final 

regulations, a grandfathered health plan that is a group health plan or group health insurance 

coverage must comply with the PHS Act section 2704 prohibition against preexisting condition 
                                                 
6 See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii). 
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exclusions; however, a grandfathered health plan that is individual health insurance coverage is 

not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 

2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan.  

B.   PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 
2590.715-2711, 45 CFR 147.126)     

 
Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim 

final regulations generally prohibit group health plans and health insurance issuers offering 

group or individual health insurance coverage from imposing lifetime or annual limits on the 

dollar value of health benefits.   

The restriction on annual limits applies differently to certain account-based plans, 

especially where other rules apply to limit the benefits available.  For example, under section 

9005 of the Affordable Care Act, salary reduction contributions for health flexible spending 

arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  

beginning with taxable years in 2013.  These interim final regulations provide that the PHS Act 

section 2711 annual limit rules do not apply to health FSAs.  The restrictions on annual limits 

also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and 

Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs 

generally are not treated as group health plans because the amounts available under the plans are 

available for both medical and non-medical expenses.7  Moreover, annual contributions to MSAs 

and HSAs are subject to specific statutory provisions that require that the contributions be 

limited.   

Health Reimbursement Arrangements (HRAs) are another type of account-based health 

plan and typically consist of a promise by an employer to reimburse medical expenses for the 

                                                 
7 Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and 
subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code. 
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year up to a certain amount, with unused amounts available to reimburse medical expenses in 

future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When 

HRAs are integrated with other coverage as part of a group health plan and the other coverage 

alone would comply with the requirements of PHS Act section 2711, the fact that benefits under 

the HRA by itself are limited does not violate PHS Act section 2711 because the combined 

benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to 

retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable 

Care Act for plans with fewer than two current employees means that the retiree-only HRA is 

generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The 

Departments request comments regarding the application of PHS Act section 2711 to stand-alone 

HRAs that are not retiree-only plans.   

The statute prohibits annual limits on the dollar value of benefits generally, but allows 

“restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) 

of the Affordable Care Act) for plan years (in the individual market, policy years) beginning 

before January 1, 2014.  Grandfathered individual market policies are exempted from this 

provision.  In addition, the statute provides that, with respect to benefits that are not essential 

health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on 

specific covered benefits.  These interim final regulations define “essential health benefits” by 

cross-reference to section 1302(b) of the Affordable Care Act8 and applicable regulations.   

Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.   

                                                 
8 Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following 
general categories and the items and services covered within the categories: ambulatory patient services; emergency 
services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including 
behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory 
services; preventive and wellness services and chronic disease management; and pediatric services, including oral 
and vision care.”  
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For plan years (in the individual market, policy years) beginning before the issuance of 

regulations defining “essential health benefits”, for purposes of enforcement, the Departments 

will take into account good faith efforts to comply with a reasonable interpretation of the term 

“essential health benefits”.  For this purpose, a plan or issuer must apply the definition of 

essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to 

a particular benefit – thus taking the position that it was not an essential health benefit – and at 

the same time treat that particular benefit as an essential health benefit for purposes of applying 

the restricted annual limit. 

These interim final regulations clarify that the prohibition under PHS Act section 2711 

does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits 

are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of 

all benefits for a condition is not considered to be an annual or lifetime dollar limit.   

The statute and these interim final regulations provide that for plan years (in the 

individual market, policy years) beginning before January 1, 2014, group health plans and health 

insurance issuers offering group or individual health insurance coverage may establish a 

restricted annual limit on the dollar value of essential health benefits.  The statute provides that 

in defining the term restricted annual limit, the Departments should ensure that access to needed 

services is made available with a minimal impact on premiums.  For a detailed discussion of the 

basis for determining restricted annual limits, see section IV.B.3 later in this preamble.   

In order to mitigate the potential for premium increases for all plans and policies, while at 

the same time ensuring access to essential health benefits, these interim final regulations adopt a 

three-year phased approach for restricted annual limits.  Under these interim final regulations, 

annual limits on the dollar value of benefits that are essential health benefits may not be less than 
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the following amounts for plan years (in the individual market, policy years) beginning before 

January 1, 2014:   

 For plan or policy years beginning on or after September 23, 2010 but before 

September 23, 2011, $750,000;  

 For plan or policy years beginning on or after September 23, 2011 but before 

September 23, 2012, $1.25 million; and 

 For plan or policy years beginning on or after September 23, 2012 but before 

January 1, 2014, $2 million.   

As these are minimums for plan years (in the individual market, policy years) beginning before 

2014, plans or issuers may use higher annual limits or impose no limits.  Plans and policies with 

plan or policy years that begin between September 23 and December 31 have more than one plan 

or policy year under which the $2 million minimum annual limit is available; however, a plan or 

policy generally may not impose an annual limit for a plan year (in the individual market, policy 

year) beginning after December 31, 2013. 

The minimum annual limits for plan or policy years beginning before 2014 apply on an 

individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to 

families may not operate to deny a covered individual the minimum annual benefits for the plan 

year (in the individual market, policy year).  These interim final regulations clarify that, in 

applying annual limits for plan years (in the individual market, policy years) beginning before 

January 1, 2014, the plan or health insurance coverage may take into account only essential 

health benefits.   

The restricted annual limits provided in these interim final regulations are designed to 

ensure, in the vast majority of cases, that individuals would have access to needed services with a 
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minimal impact on premiums.  So that individuals with certain coverage, including coverage 

under a limited benefit plan or so-called “mini-med” plans, would not be denied access to needed 

services or experience more than a minimal impact on premiums, these interim final regulations 

provide for the Secretary of Health and Human Services to establish a program under which the 

requirements relating to restricted annual limits may be waived if compliance with these interim 

final regulations would result in a significant decrease in access to benefits or a significant 

increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the 

scope and process for applying for a waiver is expected to be issued in the near future. 

Under these interim final regulations, individuals who reached a lifetime limit under a 

plan or health insurance coverage prior to the applicability date of these interim final regulations 

and are otherwise still eligible under the plan or health insurance coverage must be provided with 

a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the 

plan or health insurance coverage, these interim final regulations also provide an enrollment (in 

the individual market, reinstatement) opportunity for such individuals.  In the individual market, 

this reinstatement opportunity does not apply to individuals who reached their lifetime limits on 

individual health insurance coverage if the contract is not renewed or otherwise is no longer in 

effect.  It would apply, however, to a family member who reached the lifetime limit in a family 

policy in the individual market while other family members remain in the coverage.  These 

notices and the enrollment opportunity must be provided beginning not later than the first day of 

the first plan year (in the individual market, policy year) beginning on or after September 23, 

2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.9  That 

is, they must be given the right to enroll in all of the benefit packages available to similarly 

situated individuals upon initial enrollment. 
                                                 
9 See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d). 
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Application to grandfathered health plans.  The statute and these interim final regulations 

relating to the prohibition on lifetime limits apply to all group health plans and health insurance 

issuers offering group or individual health insurance coverage, whether or not the plan qualifies 

as a grandfathered health plan, for plan years (in the individual market, policy years) beginning 

on or after September 23, 2010.  The statute and these interim final regulations relating to the 

prohibition on annual limits, including the special rules regarding restricted annual limits for plan 

years beginning before January 1, 2014, apply to group health plans and group health insurance 

coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health 

plans that are individual health insurance coverage.  The interim final regulations issued under 

section 1251 of the Affordable Care Act provide that: 

 A plan or health insurance coverage that, on March 23, 2010, did not impose an overall 

annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered 

health plan if the plan or health insurance coverage imposes an overall annual limit on the 

dollar value of benefits.   

 A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime 

limit on the dollar value of all benefits but no overall annual limit on the dollar value of 

all benefits ceases to be a grandfathered health plan if the plan or health insurance 

coverage adopts an overall annual limit at a dollar value that is lower than the dollar 

value of the lifetime limit on March 23, 2010.   

 A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual 

limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan 

or health insurance coverage decreases the dollar value of the annual limit (regardless of 
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whether the plan or health insurance coverage also imposed an overall lifetime limit on 

March 23, 2010 on the dollar value of all benefits). 

C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR  
     2590.715-2712, 45 CFR 147.128) 
 

PHS Act section 2712 provides rules regarding rescissions of health coverage for group 

health plans and health insurance issuers offering group or individual health insurance coverage.  

Under the statute and these interim final regulations, a group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must not rescind coverage except 

in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a 

Federal floor and is more protective of individuals with respect to the standard for rescission than 

the standard that might have previously existed under State insurance law or Federal common 

law.  That is, under prior law, rescission may have been permissible if an individual made a 

misrepresentation of material fact, even if the misrepresentation was not intentional or made 

knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these 

interim final regulations, plans and issuers cannot rescind coverage unless an individual was 

involved in fraud or made an intentional misrepresentation of material fact.  This standard 

applies to all rescissions, whether in the group or individual insurance market, and whether 

insured or self-insured coverage.  These rules also apply regardless of any contestability period 

that may otherwise apply. 

This provision in PHS Act section 2712 builds on already-existing protections in PHS 

Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions 

generally provide that a health insurance issuer in the group and individual markets cannot 

cancel, or fail to renew, coverage for an individual or a group for any reason other than those 

enumerated in the statute (that is, nonpayment of premiums; fraud or intentional 
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misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the 

market; movement of an individual or an employer outside the service area; or, for bona fide 

association coverage, cessation of association membership).  Moreover, this new provision also 

builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA 

section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act 

section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title 

XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans 

and group health insurance issuers may not set eligibility rules based on factors such as health 

status and evidence of insurability – including acts of domestic violence or disability.   They also 

provide limits on the ability of plans and issuers to vary premiums and contributions based on 

health status.  For policy years beginning on or after January 1, 2014, additional protections will 

apply in the individual market, including guaranteed issue of all products, nondiscrimination 

based on health status, and no preexisting condition exclusions.  These protections will reduce 

the likelihood of rescissions.     

These interim final regulations also clarify that other requirements of Federal or State law 

may apply in connection with a rescission or cancellation of coverage beyond the standards 

established in PHS Act section 2712, if they are more protective of individuals.  For example, if 

a State law applicable to health insurance issuers were to provide that rescissions are permitted 

only in cases of fraud, or only within a contestability period, which is more protective of 

individuals, such a law would not conflict with, or be preempted by, the Federal standard and 

would apply.  

These interim final regulations include several clarifications regarding the standards for 

rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of 
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PHS Act section 2712 apply whether the rescission applies to a single individual, an individual 

within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to 

rescind coverage of an entire employment-based group because of the actions of an individual 

within the group, the standards of these interim final regulations would apply.  Second, these 

interim final regulations clarify that the rules of PHS Act section 2712 apply to representations 

made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan 

sponsor seeks coverage from an issuer for an entire employment-based group and makes 

representations, for example, regarding the prior claims experience of the group, the standards of 

these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or 

practices that constitute fraud.  These interim final regulations clarify that, to the extent that an 

omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage 

under this section.  An example in these interim final regulations illustrates the application of the 

rule to misstatements of fact that are inadvertent.   

For purposes of these interim final regulations, a rescission is a cancellation or 

discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a 

policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another 

example, a cancellation that voids benefits paid up to a year before the cancellation is also a 

rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective 

effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is 

effective retroactively to the extent it is attributable to a failure to timely pay required premiums 

or contributions towards the cost of coverage.  Cancellations of coverage are addressed under 

other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which 

limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, 
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PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 

715 and Code section 9815, addresses appeals of coverage determinations and includes 

provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue 

guidance on PHS Act section 2719 in the very near future. 

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 

adds a new advance notice requirement when coverage is rescinded where still permissible.   

Specifically, the second sentence in section 2712 provides that coverage may not be cancelled 

unless prior notice is provided.  These interim final regulations provide that a group health plan, 

or a health insurance issuer offering group health insurance coverage, must provide at least 30 

calendar days advance notice to an individual before coverage may be rescinded.10  The notice 

must be provided regardless of whether the rescission is of group or individual coverage; or 

whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission 

applies to an entire group or only to an individual within the group.  This 30-day period will 

provide individuals and plan sponsors with an opportunity to explore their rights to contest the 

rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue 

future guidance on any notice requirements under PHS Act section 2712 for cancellations of 

coverage other than in the case of rescission. 

In this new Federal statutory protection against rescissions, the Affordable Care Act 

provides new rights to individuals who, for example, may have done their best to complete what 

can sometimes be long, complex enrollment questionnaires but may have made some errors, for 

which the consequences were overly broad and unfair.  These interim final regulations provide 

initial guidance with respect to the statutory restrictions on rescission.  If the Departments 

                                                 
10 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
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become aware of attempts in the marketplace to subvert these rules, the Departments may issue 

additional regulations or administrative guidance to ensure that individuals do not lose health 

coverage unjustly or without due process. 

Application to grandfathered health plans.  The rules regarding rescissions and advance 

notice apply to all grandfathered health plans. 

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-  
      2719A, 45 CFR 147.138) 
 
 Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or 

individual health insurance coverage, a set of three requirements relating to the choice of a health 

care professional and requirements relating to benefits for emergency services.  The three 

requirements relating to the choice of health care professional apply only with respect to a plan 

or health insurance coverage with a network of providers.11  Thus, a plan or issuer that has not 

negotiated with any provider for the delivery of health care but merely reimburses individuals 

covered under the plan for their receipt of health care is not subject to the requirements relating 

to the choice of a health care professional.  However, such plans or health insurance coverage are 

subject to requirements relating to benefits for emergency services.   These interim final 

regulations reorder the statutory requirements so that all three of the requirements relating to the 

choice of a health care professional are together and add a notice requirement for those three 

requirements.  None of these requirements apply to grandfathered health plans. 

1.  Choice of Health Care Professional 

The statute and these interim final regulations provide that if a group health plan, or a 

health insurance issuer offering group or individual health insurance coverage, requires or 

                                                 
11 The statute and these interim final regulations refer to providers both in terms of their participation (participating 
provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that 
has a contractual relationship or other arrangement with a plan or issuer. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 23

provides for designation by a participant, beneficiary, or enrollee of a participating primary care 

provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a 

notice informing each participant (or in the individual market, the primary subscriber) of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider.   

The statute and these interim final regulations impose a requirement for the designation 

of a pediatrician similar to the requirement for the designation of a primary care physician.  

Specifically, if a plan or issuer requires or provides for the designation of a participating primary 

care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit 

the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the 

child's primary care provider if the provider participates in the network of the plan or issuer and 

is available to accept the child.  In such a case, the plan or issuer must comply with the notice 

requirements with respect to designation of a primary care provider.  The general terms of the 

plan or health insurance coverage regarding pediatric care otherwise are unaffected, including 

any exclusions with respect to coverage of pediatric care. 

The statute and these interim final regulations also provide rules for a group health plan, 

or a health insurance issuer offering group or individual health insurance coverage, that provides 

coverage for obstetrical or gynecological care and requires the designation of an in-network 

primary care provider.  In such a case, the plan or issuer may not require authorization or referral 

by the plan, issuer, or any person (including a primary care provider) for a female participant, 

beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network 

health care professional who specializes in obstetrics or gynecology.  The plan or issuer must 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 24

inform each participant (in the individual market, primary subscriber) that the plan or issuer may 

not require authorization or referral for obstetrical or gynecological care by a participating health 

care professional who specializes in obstetrics or gynecology.  Nothing in these interim final 

regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological 

provider to otherwise adhere to policies and procedures regarding referrals, prior authorization 

for treatments, and the provision of services pursuant to a treatment plan approved by the plan or 

issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the 

ordering of related obstetrical and gynecological items and services, by the professional who 

specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this 

purpose, a health care professional who specializes in obstetrics or gynecology is any individual 

who is authorized under applicable State law to provide obstetrical or gynecological care, and is 

not limited to a physician. 

 The general terms of the plan or coverage regarding exclusions of coverage with respect 

to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do 

not preclude the plan or issuer from requiring that the obstetrical or gynecological provider 

notify the primary care provider or the plan or issuer of treatment decisions. 

When applicable, it is important that individuals enrolled in a plan or health insurance 

coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan 

or issuer requires designation of a primary care physician; or (2) obtain obstetrical or 

gynecological care without prior authorization.  Accordingly, these interim final regulations 

require such plans and issuers to provide a notice to participants (in the individual market, 

primary subscribers) of these rights when applicable.   Model language is provided in these 

interim final regulations.  The notice must be provided whenever the plan or issuer provides a 
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participant with a summary plan description or other similar description of benefits under the 

plan or health insurance coverage, or in the individual market, provides a primary subscriber 

with a policy, certificate, or contract of health insurance. 

2.  Emergency Services 

If a plan or health insurance coverage provides any benefits with respect to emergency 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services in a way that is consistent with these interim final regulations.  These interim final 

regulations require that a plan or health insurance coverage providing emergency services must 

do so without the individual or the health care provider having to obtain prior authorization (even 

if the emergency services are provided out of network) and without regard to whether the health 

care provider furnishing the emergency services is an in-network provider with respect to the 

services.  The emergency services must be provided without regard to any other term or 

condition of the plan or health insurance coverage other than the exclusion or coordination of 

benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII 

of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan 

or health insurance coverage with a network of providers that provides benefits for emergency 

services, the plan or issuer may not impose any administrative requirement or limitation on 

benefits for out-of-network emergency services that is more restrictive than the requirements or 

limitations that apply to in-network emergency services.    

Additionally, for a plan or health insurance coverage with a network, these interim final 

regulations provide rules for cost-sharing requirements for emergency services that are expressed 

as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing 

requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network 
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emergency services cannot exceed the cost-sharing requirements that would be imposed if the 

services were provided in-network.  Out-of-network providers may, however, also balance bill 

patients for the difference between the providers’ charges and the amount collected from the plan 

or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 

1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the 

definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing 

for out-of-network services be limited to that imposed in network only applies to cost sharing 

expressed as a copayment or coinsurance rate. 

Because the statute does not require plans or issuers to cover balance billing amounts, 

and does not prohibit balance billing, even where the protections in the statute apply, patients 

may be subject to balance billing.  It would defeat the purpose of the protections in the statute if 

a plan or issuer paid an unreasonably low amount to a provider, even while limiting the 

coinsurance or copayment associated with that amount to in-network amounts.   To avoid the 

circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable 

amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these 

interim final regulations require that a reasonable amount be paid for services by some objective 

standard.  In establishing the reasonable amount that must be paid, the Departments had to 

account for wide variation in how plans and issuers determine both in-network and out-of-

network rates.  For example, for a plan using a capitation arrangement to determine in-network 

payments to providers, there is no in-network rate per service.  Accordingly, these interim final 

regulations consider three amounts: the in-network rate, the out-of-network rate, and the 

Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations 
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in the statute if it provides benefits for out-of-network emergency services in an amount equal to 

the greatest of three possible amounts— 

(1) The amount negotiated with in-network providers for the emergency service 

furnished;  

(2) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-

network cost-sharing provisions; or  

(3) The amount that would be paid under Medicare for the emergency service.12   

Each of these three amounts is calculated excluding any in-network copayment or coinsurance 

imposed with respect to the participant, beneficiary, or enrollee.   

For plans and health insurance coverage under which there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the first amount above is disregarded, meaning that the greatest amount is going to 

be either the out-of-network amount or the Medicare amount.  Additionally, with respect to 

determining the first amount, if a plan or issuer has more than one negotiated amount with in-

network providers for a particular emergency service, the amount is the median of these 

amounts, treating the amount negotiated with each provider as a separate amount in determining 

the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 

with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the 

amounts taken into account to determine the median would be $100, $100, $100, $125, and 

$150; and the median would be $100.  Following the commonly accepted definition of median, if 

                                                 
12 As of the date of publication of these interim final regulations, these rates are available to the public at 
http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf. 
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there are an even number of amounts, the median is the average of the middle two.  (Cost sharing 

imposed with respect to the participant, beneficiary, or enrollee would be deducted from this 

amount before determining the greatest of the three amounts above.)  

The second amount above is determined without reduction for out-of-network cost 

sharing that generally applies under the plan or health insurance coverage with respect to out-of-

network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, 

and reasonable amount for out-of-network services, the second amount above for an emergency 

service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the 

service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network 

services (but reduced by the in-network copayment or coinsurance that the individual would be 

responsible for if the emergency service had been provided in-network). 

Although a plan or health insurance coverage is generally not constrained by the 

requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or 

coinsurance, these interim final regulations include an anti-abuse rule with respect to such other 

cost-sharing requirements so that the purpose of limiting copayments and coinsurance for 

emergency services to the in-network rate cannot be thwarted by manipulation of these other 

cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a 

deductible or out-of-pocket maximum, may be imposed with respect to out-of-network 

emergency services only if the cost-sharing requirement generally applies to out-of-network 

benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency 

services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, 

if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services.  A plan or health insurance 
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coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or 

enrollee is required to pay less for emergency services than for general out-of-network services; 

the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such 

rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services 

than for general out-of-network services. 

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under the Emergency 

Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There 

are, however, some minor variances from the EMTALA definitions.  For example, both 

EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the 

same consequences that could reasonably be expected to occur in the absence of immediate 

medical attention.  Under EMTALA regulations, the likelihood of these consequences is 

determined by qualified hospital medical personnel, while under PHS Act section 2719A the 

standard is whether a prudent layperson, who possesses an average knowledge of health and 

medicine, could reasonably expect the absence of immediate medical attention to result in such 

consequences. 

Application to grandfathered health plans.  The statute and these interim final regulations 

relating to certain patient protections do not apply to grandfathered health plans.  However, other 

Federal or State laws related to these patient protections may apply regardless of grandfather 

status. 

III.  Interim Final Regulations and Request for Comments 
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Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act 

authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to 

promulgate any interim final rules that they determine are appropriate to carry out the provisions 

of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of 

the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those 

sections into ERISA section 715 and Code section 9815.   

In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 

551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good 

cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary 

to the public interest.  The provisions of the APA that ordinarily require a notice of proposed 

rulemaking do not apply here because of the specific authority granted by section 9833 of the 

Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were 

applicable, the Secretaries have determined that it would be impracticable and contrary to the 

public interest to delay putting the provisions in these interim final regulations in place until a 

full public notice and comment process was completed.  As noted above, numerous provisions of 

the Affordable Care Act are applicable for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, six months after date of enactment.  Had the 

Departments published a notice of proposed rulemaking, provided for a 60-day comment period, 

and only then prepared final regulations, which would be subject to a 60-day delay in effective 

date, it is unlikely that it would have been possible to have final regulations in effect before late 

September, when these requirements could be in effect for some plans or policies.  Moreover, the 

requirements in these interim final regulations require significant lead time in order to 

implement.  For example, in the case of the requirement under PHS Act section 2711 prohibiting 
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overall lifetime dollar limits, these interim final regulations require that an enrollment 

opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime 

limit no later than the first day this requirement takes effect.  Preparations presumably would 

have to be made to put such an enrollment process in place.  In the case of requirements for 

emergency care under PHS Act section 2719A, plans and issuers need to know how to process 

charges by out-of-network providers by as early as the first plan or policy year beginning on or 

after September 23, 2010.  With respect to all the changes that would be required to be made 

under these interim final regulations, whether adding coverage of children with a preexisting 

condition under PHS Act section 2704, or determining the scope of rescissions prohibited under 

PHS Act section 2712, group health plans and health insurance issuers have to be able to take 

these changes into account in establishing their premiums, and in making other changes to the 

designs of plan or policy benefits, and these premiums and plan or policy changes would have to 

receive necessary approvals in advance of the plan or policy year in question.       

Accordingly, in order to allow plans and health insurance coverage to be designed and 

implemented on a timely basis, regulations must be published and available to the public well in 

advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to 

have a full notice and comment process and to publish final regulations in the brief time between 

enactment of the Affordable Care Act and the date regulations are needed.  

The Secretaries further find that issuance of proposed regulations would not be sufficient 

because the provisions of the Affordable Care Act protect significant rights of plan participants 

and beneficiaries and individuals covered by individual health insurance policies and it is 

essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about 

their rights and responsibilities.  Proposed regulations are not binding and cannot provide the 
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necessary certainty.  By contrast, the interim final regulations provide the public with an 

opportunity for comment, but without delaying the effective date of the regulations. 

For the foregoing reasons, the Departments have determined that it is impracticable and 

contrary to the public interest to engage in full notice and comment rulemaking before putting 

these interim final regulations into effect, and that it is in the public interest to promulgate 

interim final regulations. 

IV. Economic Impact and Paperwork Burden 

A.  Summary--Department of Labor and Department of Health and Human Services 

As stated earlier in this preamble, these interim final regulations implement PHS Act 

sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and 

annual dollar limits on benefits), 2712 (rules regarding rescissions), and 2719A (patient 

protections). 13  These interim final regulations also provide guidance on the requirement to 

provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 

2704 regarding preexisting condition exclusions generally is effective for plan years (in the 

individual market, policy years) beginning on or after January 1, 2014.  However, with respect to 

enrollees, including applicants for enrollment, who are under 19 years of age, this section is 

effective for plan years beginning on or after September 23, 2010; or in the case of individual 

health insurance coverage, for policy years beginning on or after September 23, 2010.14    The 

rest of these provisions generally are effective for plan years (in the individual market, policy 

                                                 
13 The Affordable Care Act adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 
9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act 
applicable to group health plans, and health insurance issuers providing health insurance coverage in connection 
with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA 
and the Code.   
14 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 
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years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 

date of enactment of the Affordable Care Act. 

The Departments have crafted these interim final regulations to secure the protections 

intended by Congress in the most economically efficient manner possible.  In accordance with 

OMB Circular A-4, they have quantified the benefits and costs where possible and provided a 

qualitative discussion of some of the benefits and the costs that may stem from these interim 

final regulations.   

B.  Executive Order 12866--Department of Labor and Department of Health and Human 
Services 

   
 Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject 

to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order 

defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an 

annual effect on the economy of $100 million or more in any one year, or adversely and 

materially affecting a sector of the economy, productivity, competition, jobs, the environment, 

public health or safety, or State, local or tribal governments or communities (also referred to as 

“economically significant”); (2) creating a serious inconsistency or otherwise interfering with an 

action taken or planned by another agency; (3) materially altering the budgetary impacts of 

entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; 

or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, 

or the principles set forth in the Executive Order.  OMB has determined that this rule is 

significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to 

have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed 

these rules pursuant to the Executive Order.  The Departments provide an assessment of the 
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potential costs and benefits of each regulatory provision below, summarized in the following 

table. 
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Table 1.1 Accounting Table 

TABLE 1.1--Accounting Table     
Benefits         
Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions 
and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. 
Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker 
productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional 
component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a 
result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-
provider relationships, resulting in decreased malpractice claims and improved medication adherence and health 
promotion. Removing referrals and prior authorizations for primary care, obstetrical and gynecological care, and 
emergency services is likely to reduce administrative and time burdens on both patients and physicians, while 
improving health outcomes by allowing quicker access to medical services when necessary.  
 

Costs  Estimate Year Dollar 
Discount 

Rate 
Period 

Covered15 
Annualized Monetized ($millions/year) 4.9  2010 7% 2011-2013 

4.9  2010 3% 2011-2013 
        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were 
disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan 
or a health insurance issuer offering group or individual health insurance coverage  must notify an affected 
individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available 
participating primary care provider or pediatrician as their primary care provider, and of increased protections for 
those participants seeking emergency services. 

Qualitative: To the extent these patient protections increase access to health care services, increased health care 
utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting 
conditions and individuals subject to rescissions will likely increase overall health care costs, given that these 
groups tend to have high cost conditions and require more costly care than average.   
  
Transfers         
Qualitative: These patient protections create a small transfer from those paying premiums in the group market to 
those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a 
similar transfer will occur. 

 

1. Need for Regulatory Action 

a.  Preexisting condition exclusions 

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the 

Affordable Care Act, prohibits group health plans and health insurance issuers offering group or 

                                                 
15 The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond 
because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the 
structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final 
regulations. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 36

individual health insurance from imposing any preexisting condition exclusion.  This new 

protection applies to children who are under age 19 for plan years (in the individual market, 

policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this 

provision applies for plan years (in the individual market, policy years) beginning on or after 

January 1, 2014.    

Preexisting conditions affect millions of Americans and include a broad range of 

conditions from heart disease – which affects one in three adults16 – or cancer – which affects 11 

million Americans17 -- to relatively minor conditions like hay fever, asthma, or previous sports 

injuries.18  

 Denials of benefits or coverage based on a preexisting condition make adequate health 

insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care 

Act, in 45 States, health insurance issuers in the individual market could deny coverage, charge 

higher premiums, and/or deny benefits for a preexisting condition.19   

These interim final regulations are necessary to amend the Departments’ existing 

regulations to implement this statutory provision, which was enacted by Congress to ensure that 

quality health coverage is available to more Americans without the imposition of a preexisting 

condition exclusion.   

b.  Lifetime and annual limits 

As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the 

Affordable Care Act to prohibit group health plans and health insurance issuers offering group or 

                                                 
16 American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. 
http://www.americanheart.org/downloadable/heart/1240250946756LS-
1982%20Heart%20and%20Stroke%20Update.042009.pdf 
17 National Cancer Institute. Cancer Query System: Cancer Prevalence Database. 
http://srab.cancer.gov/prevalence/canques.html 
18 Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? 
Kaiser Family Foundation, June 2001. 
19 Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7. 
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individual health insurance coverage from imposing lifetime limits on the dollar value of health 

benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision 

before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the 

levels discussed earlier in this preamble.   

These new protections ensure that patients are not confronted with devastating health 

costs because they have exhausted their health coverage when faced with a serious medical 

condition.  For example, in one recent national survey, ten percent of all cancer patients reported 

that they reached a benefit limit in their insurance policy and were forced to seek alternative 

insurance coverage or pay the remainder of their treatment out-of-pocket. 20 

These interim final regulations are necessary to amend the Departments’ existing 

regulations to implement the statutory provisions with respect to annual and lifetime limits that 

Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive 

illnesses have access to quality health coverage.  The provisions of the regulations regarding 

restricted annual limits function as a type of transition rule, providing for staged implementation 

and helping ensure against adverse impacts on premiums or the offering of health coverage in the 

marketplace.  For more detail about these provisions, see the discussion of PHS Act Section 

2711, Lifetime and Annual Limits, in section II.B earlier in this preamble. 

c.  Rescission 

As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the 

Affordable Care Act to prohibit group health plans and health insurance issuers offering group or 

individual health insurance coverage from rescinding coverage except in the case of fraud or 

intentional misrepresentation of material fact.   

                                                 
20 USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected 
by Cancer. November 2006. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 38

Prior to the Affordable Care Act, thousands of Americans lost health coverage each year 

due to rescission. According to a House Energy and Commerce Committee staff memorandum,21 

rather than reviewing medical histories when applications are submitted, if the policyholders 

become sick and file expensive claims, insurance companies then initiate investigations to 

scrutinize the details of the policyholder's application materials and medical records, and if 

discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, 

returns the premiums, and refuses payment for medical services.  The Committee found some 

questionable practices in this area including insurance companies rescinding coverage even when 

discrepancies are unintentional or caused by others, for conditions that are unknown to 

policyholders, and for discrepancies unrelated to the medical conditions for which patients 

sought medical care.  

When a coverage rescission occurs, an individual’s health coverage is retroactively 

cancelled, which means that the insurance company is no longer responsible for medical care 

claims that they had previously accepted and paid.  Rescissions can result in significant financial 

hardship for affected individuals, because, in most cases, the individuals have accumulated 

significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 

companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand 

policies in force.22  This estimate implies there are approximately 10,700 rescissions per year. 

These interim final regulations implement the statutory provision enacted by Congress to 

protect the most vulnerable Americans, those that incur substantial medical expenses due to a 

                                                 
21 Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. 
On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental 
memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. 
22 NAIC Rescission Data Call, December 17, 2009, p.1. 
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serious medical condition, from financial devastation by ensuring that such individuals do not 

unjustly lose health coverage by rescission.   

d.  Patient Protections 

As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the 

Affordable Care Act to require group health plans and health insurance issuers offering group or 

individual health insurance coverage to ensure choice of health care professionals and greater 

access to benefits for emergency services.  As discussed in more detail below, provider choice is 

a strong predictor of patient trust in a provider, and patient-provider trust can increase health 

promotion and therapeutic effects.23 Studies also have found that patients tend to experience 

better quality health care if they have long-term relationships with their health care provider.24 

The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered 

group health plans and health insurance issuers that cover emergency services to cover such 

services without prior authorization and without regard to whether the health care provider 

providing the services is a participating network provider, and (2) copayments and coinsurance 

for out-of-network emergency care not to exceed the cost-sharing requirements that would have 

been imposed if the services were provided in-network.  These provisions will ensure that 

patients get emergency care when they need it, especially in situations where prior authorization 

cannot be obtained due to exigent circumstances or an in-network provider is not available to 

provide the services.  It also will protect patients from the substantial financial burden that can be 

                                                 
23 Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost 
Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient 
Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults 
Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002). 
24 Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening 
Services.”  Journal of General Internal Medicine 23.9 (2008). 
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imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-

network emergency care.  

This regulation is necessary to implement the statutory provision enacted by Congress to 

provide these essential patient protections.  

2.  PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-
2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) 

    
a.  Summary   

As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new 

PHS Act section 2704, which amends the HIPAA rules relating to preexisting condition 

exclusions to provide that a group health plan and a health insurance issuer offering group or 

individual health insurance coverage may not impose any preexisting condition exclusion.  The 

HIPAA rules (in effect prior to the effective date of these amendments) apply only to group 

health plans and group health insurance coverage, and permit limited exclusions of coverage 

based on a preexisting condition under certain circumstances.  The Affordable Care Act and 

these interim final regulations prohibit any preexisting condition exclusions imposed by group 

health plans or group health insurance coverage and extends this protection to individual health 

insurance coverage.  This prohibition generally is effective with respect to plan years (in the 

individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are 

under 19 years of age, this prohibition becomes effective for plan years (in the individual market, 

policy years) beginning on or after September 23, 2010.    

Under the statute and these interim final regulations, a grandfathered health plan that is a 

group health plan or group health insurance coverage must comply with the prohibition against 

preexisting condition exclusions; however, a grandfathered health plan that is individual health 

insurance coverage is not required to comply with PHS Act section 2704. 
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In this section, the Departments estimate the likely effects of these interim final 

regulations.  Beginning with the population of individuals age 0-18, the number of individuals 

potentially affected is estimated in several steps.  First, the number of children who have 

preexisting conditions that might cause them to be excluded from coverage is estimated.  Second, 

a range of take-up rates is used to estimate the number of children who might be newly covered 

after these interim final regulations are implemented.  In addition, the potential cost implications 

are discussed. 

b.  Estimated Number of Affected Individuals   

In the individual market, those applying for insurance will no longer face exclusions or 

denials of coverage based on a preexisting condition exclusion if they are under the age of 19.  In 

addition, children covered by non-grandfathered individual coverage with a rider or an exclusion 

period that excludes coverage for a preexisting condition will gain coverage for that condition.  

In the group market, participants and dependents who are under 19 years old and have 

experienced a lapse in coverage will no longer face up to a twelve-month exclusion for 

preexisting conditions. 

The Departments’ estimates in this section are based on the 2004-2006 Medical 

Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and 

calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated 

counts and costs for persons under age 19 by age, health status, and insurance status.   

There are two main categories of children who are most likely to be directly affected by 

these interim final regulations: first, children who have a preexisting condition and who are 

uninsured; second, children who are covered by individual insurance with a rider excluding 

coverage for a preexisting condition or a preexisting condition exclusion period.  For the latter 
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category, obtaining coverage for the preexisting condition may require terminating the child’s 

existing policy and beginning a new one, because individual health insurance coverage that is a 

grandfathered health plan is not required to comply with PHS Act section 2704 or these interim 

final regulations. 

It is difficult to estimate precisely how many uninsured children have a preexisting 

condition that would cause them to be denied coverage for that condition if they were to apply.  

Information on whether individuals have a preexisting condition for the purpose of obtaining 

health insurance is not collected in any major population-based survey.  In its annual survey on 

market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications 

for children were medically underwritten, and 20,747, or 4.8 percent, were denied.25  The survey 

does not measure the number of applicants who did not make it through an underwriting process, 

nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not 

provide direct estimates of the number or proportion of uninsured children who would be denied 

coverage based on a preexisting condition.  Thus, the Departments use proxies for preexisting 

conditions available in nationally representative surveys to estimate the universe of potentially 

eligible individuals.   

The Departments estimate that in 2010 there are approximately 78.0 million children 

under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or 

‘poor’ health or take three or more prescription medications.  The Departments assume that these 

children have a preexisting condition.  Whether or not the statute and these interim final 

regulations are likely to affect these children depends on their own and their parents’ insurance 

status.  Of the 19.4 million children that potentially have a preexisting condition, 10.2 million 

                                                 
25 AHIP Center for Health Policy Research. Individual Health Insurance 2009.  
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf 
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already have employer-sponsored insurance (ESI), 760,000 have individual coverage, and 7.9 

million have public or other coverage, leaving 540,000 uninsured children with preexisting 

conditions.26  The Departments assume that this group of 540,000 uninsured children with a 

preexisting condition would be denied coverage for that condition or altogether if they were to 

apply.   

The likelihood that an uninsured child with a preexisting condition will gain coverage 

due to these interim final regulations will likely vary by the insurance status of the child’s parent.  

As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the 

Departments estimate have a preexisting condition live with a parent who is also uninsured and 

is not offered ESI.  An additional 190,000 have a parent who is covered by ESI, and 60,000 

children have a parent who was offered ESI but did not accept the offer (and the insurance status 

of the parent is unknown).    

Table 2.1 Estimated number of uninsured children with preexisting conditions, by parent’s 
insurance status, 2010 
 
Parent’s insurance status Number of children  

Parent has employer-sponsored insurance (ESI) 190,000 

Parent offered ESI 60,000 

Parent has individual market insurance  10,000 

Parent does not have private insurance* 270,000 

No parent 20,000 

Total ** 540,000 
 
* Primarily parents who are uninsured, but also including a small number who have public coverage. 
** Total is not the sum of the components due to rounding. 
 
Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.    

The group most likely to be affected by these interim final regulations is uninsured 

children whose parents have purchased non-group coverage, of whom there are an estimated 

                                                 
26 These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended 
forward to 2010.   
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10,000.  These parents have demonstrated a strong preference for coverage by being willing to 

pay for a non-group premium for themselves, but their child is uninsured.  Although the 

Departments cannot know with any certainty, it is quite plausible that the child is uninsured 

because the insurer refused to sell coverage to the child due to a preexisting condition.  If an 

individual market insurance policy does not change substantially and retains its grandfather 

status, the insurer is not required to add a child with a preexisting condition.  However, if the 

parent terminates the existing policy and purchases a new policy (which is quite plausible given 

the high prevalence of churning in the individual insurance market), then the new policy will be 

required to cover the child, and a substantial proportion of these children could gain access to 

coverage due to these interim final regulations.27   

At the other extreme, roughly 190,000 uninsured children with a preexisting condition 

have a parent with ESI.  It is possible that these children are uninsured because their parents’ ESI 

does not offer dependent coverage.  It is also possible that the parent could not afford the 

employee portion of a family plan premium.  These interim final regulations are not likely to 

have much effect on coverage for children in these circumstances.  A very small subset of 

uninsured children whose parents have ESI could have had to be in a preexisting exclusion 

period before coverage is provided for services to treat that condition.  Under the statute and 

these interim final regulations, there would no longer be such a period, making coverage 

desirable.  Such children may be affected by this provision.   

Approximately 60,000 uninsured children with a preexisting condition have parents who 

were offered ESI but did not accept that offer.  It also seems unlikely that these interim final 

regulations will have much effect on that group, because almost all of those parents could have 

                                                 
27 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
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chosen to cover themselves, and potentially their child, through ESI in the absence of these 

interim final regulations.   

In between these extremes are the approximately 270,000 uninsured children whose 

parents are themselves uninsured.  Many of these parents have low to moderate income, and 

many may not be able to afford insurance.28  However, some of these parents might purchase a 

policy for their child with a preexisting condition if it were available to them.   

While it is relatively easy to hypothesize about the relationship between parental 

insurance status and the likelihood that a child will be newly covered, it is much more difficult to 

estimate with any precision the take-up rates for each parental coverage category.  

Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-

range estimate is that 50 percent of uninsured children whose parents have individual coverage 

will be newly insured, 15 percent of uninsured children whose parents are uninsured will be 

newly insured, and that very few children whose parents have ESI, are offered ESI, or who do 

not live with a parent will become covered as a result of these interim final regulations.29  For the 

high-end estimate, the Departments assume that the 50 percent and 15 percent assumptions 

increase to 75 percent and 20 percent, respectively.  For the low-end assumption, they assume 

that they decrease to 25 percent and 10 percent.     

                                                 
28 Approximately two-thirds of the uninsured are in families with income below 200 percent of the Federal Poverty 
Level. Current Population Survey, March 2008.  
29 The Departments researched the literature in an attempt to provide support for the take-up rate assumptions made 
here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of 
public coverage among people eligible for Medicaid and Children’s Health Insurance Program, and some work on 
the purchasing behavior of people who are choosing between being uninsured and buying individual insurance 
(Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work 
shows that take-up rates are very high for workers who are offered ESI, but that approximately 25 percent of people 
without ESI purchase individual coverage.  This literature can also be used to estimate the price-elasticity of 
demand, as has been used by the Congressional Budget Office in its estimates of the effects of the Affordable Care 
Act (http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very 
helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to 
purchase coverage for their children with preexisting conditions.   In the absence of strong empirical guidance, the 
Departments consulted with experts, used their best judgment, and provide a wide range for our assumptions.  

Obtained by Judicial Watch July 11, 2011 through FOIA 



 46

As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured 

children with preexisting conditions could gain coverage as a result of these interim final 

regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it 

could be 72,000.  Given that most ESI already covers children with preexisting conditions, 

almost all of these children newly gaining coverage are expected to gain individual coverage.30    

Table 2.2 Estimated number of uninsured children gaining coverage  

  

Gain 
Employer-
Sponsored 
Insurance 

Gain 
Individual 
Market 
Insurance 

Total 

High Take-Up 10,000 62,000 72,000 

Medium Take-Up 6,000 45,000 51,000 

Low take-Up 2,000 29,000 31,000 

Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010.  

The other group of children who will be affected by these interim final regulations is 

children who already have non-group insurance coverage, but who are covered with a “condition 

waiver” that excludes coverage or imposes an exclusion period for coverage of a preexisting 

condition.  After the implementation of these interim final regulations, children whose parents 

purchase individual coverage will not be subject to condition waivers or preexisting condition 

exclusion periods.  The Departments estimate that there are 90,000 children covered by 

individual insurance with a condition waiver (or with a period during which coverage for a 

preexisting condition is excluded).31  The individual market issuers who insure these estimated 

90,000 children with a condition waiver may decide to remain grandfathered health plans and 

                                                 
30 For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments 
assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the 
individual insurance market. 
31 The 2009 AHIP survey for individual coverage estimated that approximately 2.7 percent of children with 
individual coverage are covered with a condition waiver.  This 3 percent estimate was applied to the MEPS-based 
estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of 
MEPS by the Departments similarly found about 90,000 children with a preexisting condition (defined as being in 
fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their 
condition. 
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thus these children will not be directly affected by these interim final regulations.  However, the 

parents of those children could choose to switch from an individual policy that is a grandfathered 

health plan to a new policy that is not grandfathered, although the premium that they pay for 

such coverage could increase.  Similarly, for those children currently covered but in a preexisting 

condition exclusion period, curtailing the exclusion period would require the termination of the 

current plan and purchase of a policy on or after September 23, 2010. 

c.  Benefits   

The benefits of PHS Act Section 2704 and these interim final regulations are expected to 

amply justify the costs.  These interim final regulations will expand and improve coverage for 

those under the age of 19 with preexisting conditions.  This will likely increase access to health 

care, improve health outcomes, and reduce family financial strain and “job lock,” as described 

below.   

Numerous studies confirm that when children become insured, they are better able to 

access health care.  Uninsured children are six times more likely than insured children to lack a 

usual site of care.32  By contrast, one year after enrollment in health insurance, nearly every child 

in one study had a regular physician and the percentage of children who saw a dentist increased 

by approximately 25 percent.33   Insured children also experience fewer unmet needs and delays 

in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or 

delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, 

only 3.7 percent reported such delays or care deficiencies.34 

                                                 
32 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
33 Ibid. 
34 Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), 
available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051.  
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With regular access to health care, children’s health and well-being are likely to improve. 

When children are sick and without health insurance, they may, out of financial necessity, have 

to forgo treatment; insurance improves the likelihood that children get timely and appropriate 

health care services.35  Insured children are less likely to experience avoidable hospital stays than 

uninsured children36 and, when hospitalized, insured children are at less risk of dying.37  When 

children are insured, it not only improves their health status, but also confers corollary benefits. 

Children without health insurance may not be allowed to participate in as many physical 

activities as peers because parents are concerned about the financial impacts of unintentional 

injury.  One study determined that 12 percent of uninsured children had various activity 

restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were 

removed once they gained insurance.38  And health insurance and access to care improve school 

attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an 

insurance program piloted in Santa Clara County, California for children in low-income families, 

found that the proportion of children missing three or more school days in the previous month 

decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance 

program.39 

In addition to their benefits relating to access to care, health, and well-being of children, 

these interim final regulations are likely to lower families’ out of pocket health care spending.  

Some families would face the possibility of paying high out-of-pocket expenses for health care 

                                                 
35 Uninsured children are at least 70 percent more likely than insured children to not receive 
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid. 
36 Ibid. 
37 Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  
(2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf 
38 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
39 Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s 
Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-
mpr.com/publications/PDFs/CHIimproves.pdf 
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for children under 19 who could not obtain insurance because of a preexisting condition.  

Further, expanded insurance coverage should reduce the number of medical bankruptcies.40  In 

cases where medical expenses are substantial, families may no longer need to spend down their 

assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 

States offer Medicaid eligibility to adults and children who spend-down to State-established 

medically needy income limits.41  Eight percent of Medicaid beneficiaries qualify via spend-

down yet this group accounts for a disproportionately high percentage of Medicaid spending 

nationally (14 percent), due to the fact that coverage kicks in when individuals’ medical costs are 

high.42  Despite the fact that medically needy populations become eligible on account of onerous 

medical bills, this group is especially vulnerable to losing coverage because States are not 

required to cover this group. For example, in 2003, when Oklahoma eliminated its medically 

needy program due to a budget shortfall, an estimated 800 children lost coverage.43  Such 

coverage interruptions likely contribute to higher rates of uncompensated care – the primary 

source for which is Federal funding.44  Reduced reliance on these programs under these interim 

final regulations will benefit State and Federal governments and, by extension, taxpayers. 

In addition, these interim final regulations may reduce instances of “job lock” -- 

situations in which workers are unable to change jobs due to concerns regarding health insurance 

coverage for their children.45  For example, under the Affordable Care Act and these interim 

                                                 
40 Himmelstein, D., Warren, E., Thorne, D., and Woolhandler, S. Illness and Injury as Contributors to Bankruptcy, 
Health Affairs W5-63, February 2 (2005); Himmelstein, D., Thorne, D., Warren, E., Woolhandler, S. Medical 
Bankruptcy in the United States, 2007: The Results of a National Study, The American Journal of Medicine June 4 
(2009).  
41 http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4 
42 Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325 
43 Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf 
44 Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-
Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf 
45 A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent 
of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of 
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final regulations, someone currently insured through the group market with less than 18 months 

of continuous coverage may be more willing to leave her job and become a self-employed 

entrepreneur if she has a child under age 19 with a preexisting condition, because her child now 

will be able to obtain immediate coverage for the preexisting condition in the individual market.  

Similarly, even a worker with more than 18 months of continuous coverage who is already 

protected by HIPAA may be more likely to consider switching firms and changing policies 

because he would not have to worry that his child’s preexisting condition would be excluded for 

up to 12 months.46  While the total reduction in job-lock may be small, the impact on those 

families with children with preexisting conditions may be significant.  The effect of these interim 

final regulations on job-lock is discussed further in the summary section below.  

Executive Order 12866 explicitly requires agencies to take account of “distributive 

impacts” and “equity.”   Requiring health insurers to provide coverage to children with 

preexisting conditions will, as described below, result in a small increase in premium for 

relatively healthy adults and children, and a large increase in health and financial security for 

children with preexisting conditions and their parents.  This transfer is a meaningful increase in 

equity, and is a benefit of these interim final regulations.  

d.  Costs and Transfers 

Children with preexisting conditions have high health care costs – approximately three 

                                                                                                                                                             
all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic 
Advisors Report, The Economic Case for Health Reform (June 2009), at 
http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf.  
46 A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, 
had any impact on job lock, but HIPAA still allows a 12-month preexisting condition exclusion meaning that for 
conditions that need immediate care someone could still effectively be uninsured for up to a year. In contrast, the 
provisions of the statute and these interim final regulations would not allow any preexisting condition exclusion.  
See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence 
Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-
de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, 
Volume 59, Number 3, pages 430-37 (Apr. 2006).  
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times the average for those without such conditions.47  Although children with preexisting 

conditions have higher health care costs than healthier children, among children with preexisting 

conditions, those who are uninsured have expenditures that are somewhat lower than the average 

for all children with preexisting conditions.  Therefore, it is expected that when uninsured 

children obtain coverage, there will be additional demand for and utilization of services.  There 

will also be a transfer from out-of-pocket spending to spending covered by insurance, which will 

partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured 

population as coverage expands.     

As shown above in Table 2.2, the Departments estimate that approximately 2,000 to 

10,000 children whose parents have ESI or an offer of ESI will be newly covered in the group 

market.  Because few children are likely to be newly covered in the group market, the estimated 

costs and transfers are extremely small, on the order of hundredths of a percent.   

The Departments expect that these interim final regulations will have a larger effect on 

the number of children covered in the individual market, resulting in new coverage for between 

29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be 

greater than for the average child covered by individual insurance.  The Departments’ analysis 

also assumes that children with preexisting conditions gaining insurance under these interim final 

regulations will have greater health needs than the average uninsured child with a preexisting 

condition.  This assumption concerning adverse selection is common to most analyses of 

purchasing behavior in the individual insurance market.   

In the majority of States that do not require community rating, much of the additional 

cost of care for newly-covered children with preexisting condition is likely to be borne by the 

parents who purchase coverage for their children.  Based on discussions with industry experts, it 
                                                 
47 From the Departments’ analysis of MEPS data.   
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appears that even in the absence of community rating, it is rare for an insurer to charge more than 

twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in 

non-community rated States, the parents of newly insured children will pay a premium that is 

equal to twice the standard rate, and the remainder of the additional costs will be spread to other 

policy holders in the individual market.48  However, with the enactment of the Affordable care 

Act and the issuance of these interim final regulations, rating practices in the insurance industry 

could certainly change, lending uncertainty to this estimate. In the approximately twenty States 

that require adjusted community rating or rating bands in the individual market, the 

Departments’ analysis assumes that all of the additional costs of newly covered children will be 

spread across policies in the individual market that are not grandfathered health plans.49  Making 

these assumptions, the estimated increase in premiums is 1 percent or less in community rated 

States, and approximately one-half of one percent in States without community rating. 

Finally, for the estimated 90,000 children with existing individual coverage that excludes 

coverage for the preexisting condition or requires an exclusion period before coverage for that 

condition begins, the Departments assume that many of these children will receive coverage for 

their condition(s).  Because their existing individual policies could be grandfathered, the parents 

of these children may need to purchase new policies in order to gain coverage for their children’s 

condition without a waiver.  Children in a preexisting condition exclusion period in particular 

will need to terminate their current policy and purchase a new one in order to take advantage of 

the elimination of any preexisting condition exclusion period.  Of note, the Departments estimate 

                                                 
48 The Departments assume that in non-community rated States, parents purchasing individual coverage for a child 
with a preexisting condition will be charged a rate equal to 200 percent of the standard rate for a child, because it is 
rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the 
estimated expenditures for newly covered children are above the premium that the Departments assume will be 
charged, the analysis assumes that the difference will be spread over all policies in the individual market.   
49 http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 
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that turnover in the individual market is between 40 percent and 70 percent per year. 50  

Therefore, in a few years, most children who would have been covered with a condition waiver 

in the absence of these interim final regulations are expected to be in new policies that are not 

grandfathered health plans in any case. 

The Departments analyzed expenditures for the approximately 90,000 children who 

reported fair or poor health, or who were taking three or more prescription medications, and for 

whom insurance covered only a small portion of spending for one or more medical conditions.  

Total spending for these 90,000 children was not much different than spending for the children 

who did not appear to have a preexisting condition waiver, although less of the spending was 

covered by private insurance, and more of it was paid for out-of-pocket or by other sources.51   

Similar to the expectations for newly covered children in the individual market, in States 

that require rating bands or some form of community rating, much of the additional cost for 

eliminating condition waivers will be spread across the insured population, while in States 

without rating restrictions, much of the additional costs will be borne by the parents who 

purchase the coverage.  However, the estimate that insured benefits per child will increase by a 

relatively modest amount suggests that even in States with community rating, the cost and 

transfer effects will be relatively small, at most a few tenths of a percent over the next few years.   

In evaluating the impact of this provision, it is important to remember that the full net 

effects of this provision cannot be estimated because of its interactions with other provisions in 

the Affordable Care Act that go into effect at the same time.  For example, under the current 

                                                 
50 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
51 The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage 
for whom insurance coverage for one or more conditions was extremely low – averaging 10 percent of covered 
expenditures, compared to approximately 80 percent for other children.  The analysis assumes that these children 
were subject to a preexisting condition waiver, and then assumes that when these waivers are eliminated, the 
expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.   
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guaranteed renewability protections in the individual market, if a child with a preexisting 

condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that 

plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered 

health plans to provide recommended preventive services at no cost-sharing.  This will amplify 

the benefits of coverage for newly insured children with preexisting conditions.  Therefore, the 

Departments cannot provide a more precise estimation of either the benefits or the costs and 

transfers of this provision. 

3.  PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 
2590.715-2711, 45 CFR 147.126) 

   
a.  Summary   

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the 

Affordable Care Act, and these interim final regulations generally prohibits group health plans 

and health insurance issuers offering group or individual health insurance coverage from 

imposing lifetime or annual limits on the dollar value of health benefits.  The statute also 

provides a special rule allowing “restricted annual limits” with respect to essential health benefits 

(as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual 

market, policy years) beginning before January 1, 2014.  In addition, the statute specifies that a 

plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits 

that are not essential health benefits to the extent that such limits are permitted under Federal or 

State law.   

For purposes of establishing a restricted annual limit on the dollar value of essential 

health benefits, the statute provides that in defining the term restricted annual limit, the 

Departments “ensure that access to needed services is made available with a minimal impact on 
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premiums.”52  Based on this Congressional directive, the interim final regulations allow annual 

limits on the dollar value of benefits that are essential health benefits of no less than $750,000 for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010, but 

before September 23, 2011; $1.25 million for plan years (in the individual market, policy years) 

beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for 

plan years (in the individual market, policy years) beginning on or after September 23, 2012, but 

before January 1, 2014.  For plan years (in the individual market, policy years) beginning 

January 1, 2014, no annual limits may be placed on essential health benefits.   

The statute and these interim final regulations relating to the prohibition on lifetime limits 

generally apply to all group health plans and health insurance issuers offering group or individual 

health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010.  

The statute and these interim final regulations relating to the prohibition on annual limits, 

including the special rules for plan years beginning before January 1, 2014, generally apply to 

group health plans and group health insurance coverage that qualify as a grandfathered health 

plan, but do not apply to grandfathered health plans that are individual health insurance 

coverage. 

b.  Estimated Number of Affected Entities   

In 2009, the latest data available indicates that both the incidence and amount of lifetime 

limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence 

of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-

three percent of large employers had lifetime limits; 52 percent of small employers had lifetime 

                                                 
52 PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 
10101(a) of such Act. 
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limits and 89 percent of individual market plans had lifetime limits.  HMO plans are the least 

likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 

16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans 

having a limit.  The generosity of the limit also varies, with 45 percent of all large employer 

plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans 

imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a 

limit of $2,000,000 or more.  Note that small employers are more likely than large employers to 

offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with 

lifetime limits, the maximum limit tends to be lower than those in large firms.53   

Table 3.1: Prevalence of Lifetime Limits 

Market Prevalence of Limit Number of Enrollees 

Large Group   

Under $1,000,000 1% 1,000,000 
$1,000,000 - $2,000,000 18% 18,700,000 
$2,000,000 or higher 45% 46,600,000 
No Limit 37% 38,300,000 

Small Group   

Under $1,000,000 1% 500,000 
$1,000,000 - $2,000,000 12% 6,300,000 
$2,000,000 or higher 39% 20,500,000 
No Limit 48% 25,200,000 

Individual   

Under $1,000,000 2% 200,000 
$1,000,000 - $2,000,000 1% 100,000 
$2,000,000 or higher 86% 8,400,000 
No Limit 11% 1,100,000 
 
Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, 
respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation 
and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime 
Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 
2009: A Comprehensive Survey of Premiums, Availability, and Benefits 
 

                                                 
53 Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health 
Research & Educational Trust, (September 2009).  
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There are scant data on annual limits on which to base this impact analysis. Table 3.2 

displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 

percent of large employers, 14 percent of small employers and 19 percent of individual market 

policies impose an annual limit and thus would be directly impacted by these interim final 

regulations.54  In the first year of implementation (beginning September 23, 2010), it is estimated 

that less than 0.08 percent (less than one tenth of one percent) of large employer plans, 

approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would 

have to raise their annual limit to $750,000.55  This first-year increase in annual limits would 

potentially affect an estimated 1,670,000 persons across the three markets.  The second year of 

the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring 

a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 

percent of individual policies to increase their annual limit to $1,250,000.   The second-year 

increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  

The third and final year of the phase-in period (beginning on September 23, 2012) would affect 

additional plans and policies requiring a cumulative 2.4 percent of large employer plans, 8.1 

percent of small employer plans and 14.3 percent of individual policies to increase their annual 

limit to $2 million.  The third-year increase in annual limits would affect an estimated 8,104,500 

                                                 
54 There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from 
data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of 
Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs 
and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a 
plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer 
plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For 
PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from 
the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported 
median values for annual maximums. For annual benefit limits in individual coverage the relationship observed 
between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums 
was used to generate corresponding distributions from the synthesized employer annual limits. 
55 These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a 
uniform distribution within each cell. 
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persons across the three markets.  Note that the estimated number of plans and people affected 

are upper-bound estimates since they do not take into account grandfathered health plans and 

plans that receive a waiver from the annual limits policy. 

Table 3.2 Percent of plans employing annual limits in each market 
 
Annual Limit Large Employer Small Employer Individual 
Under $250,000 * 0.4% 0.4% 
$250,000 - 499,999 * 1.3% 1.2% 
$500,000 – 999,999 * 1.7% 1.6% 
$1,000,000 – 1,999,999 2.3% 5.5% 12.0% 
$2,000,000 plus 5.8% 5.5% 3.8% 
Total 8.2% 14.4% 19.0% 
 
* Less than 0.1% 
 
Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 
2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data 
provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and 
large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of 
maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals 
broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion 
observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was 
constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit 
limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels 
and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the 
synthesized employer annual limits 

 
Table 3.3 Number of persons subjected to annual limits in each market 
 

Annual Limit 
Large 
Employer 

Small Employer Individual Total 

Under $250,000 15,000 225,000 38,000 278,000 
$250,000 - 499,999 45,000 675,000 115,000 835,000 
$500,000 – 999,999 60,000 900,000 153,000 1,113,000 
$1,000,000 – 1,999,999 2,389,000 2,869,000 1,177,000 6,435,000 
$2,000,000 plus 6,041,000 2,869,000 377,000 9,287,000 
Total 8,550,000 7,538,000 1,860,000 17,948,000 
 
Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 
2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data 
provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and 
large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of 
maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals 
broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion 
observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was 
constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit 
limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels 
and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the 
synthesized employer annual limits 
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Fear and anxiety about reaching annual or lifetime limits on coverage is a major concern 

among Americans who have health insurance.  At the same time, the data suggest that relatively 

few individuals actually reach their policies’ annual and lifetime limits.  Thus, while such limits 

are relatively common in health insurance, the numbers of people expected to exceed either an 

annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low 

range of the number of people who would hit such limits. Such a range is necessary because of 

the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-

cost individuals lie at the tail of statistical cost distributions. The Departments attempted to 

extrapolate characteristics of the high-cost population who would be affected by these interim 

final regulations using several data sources. Second, data on per-capita cost is available on a 

year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual 

costs into lifetime costs, including considerations of how current spending could be related to 

future spending.56  

Considering these caveats, Table 3.4 illustrates that raising the restriction of annual limits 

to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.57  The 

elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people 

who would be expected to exceed a lifetime limit during a calendar year.  

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit 

 Projected to ever exceed limit 
Current Lifetime Limit Percentage Number 
Under $1,000,000 0.03- 0.06% 550-1,050 

                                                 
56 To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a 
higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan 
pays for as benefits) based on simulated benefit payments for such coverage was used. The underlying assumed 
medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health 
Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of 
Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market 
segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option. 
57 Numbers in this paragraph calculated from Table 2.4 may differ due to rounding. 
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$1,000,000 to $1,999,999 0.02% 4,500-5,000 
$2,000,000 plus 0.02% 13,600-14,350  
   
Current Annual Limit   
Under $250,000 0.19-0.23% 550-650 
$250,000 to $499,999 0.08-0.10% 650-850 
$500,000 to $999,000 0.03-0.06% 350-700 
$1,000,000 to $1,999,999 0.02% 1,150-1,300 
$2,000,000 or more  0.01-0.02% 750-1,750 
   
 
Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an 
analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries 
large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the 
nearest 50. 
 

c.  Benefits   

Annual and lifetime limits exist in the individual, small group and large group health 

insurance markets.  These limits function as caps on how much an insurance company will spend 

on medical care for a given insured individual over the course of a year, or the individual’s 

lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she 

must pay the remaining cost of medical care out-of-pocket.  These limits particularly affect 

people with high-cost conditions,58 which are typically very serious.  For example, one recent 

survey found that 10 percent of cancer patients reached the limit of what insurance would pay for 

treatment.59  The same survey also found that 25 percent of cancer patients or their family 

members used up all or most of their savings, 13 percent were contacted by a collection agency, 

and 11 percent said they were unable to pay for basic necessities like food and housing as a result 

of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual 

limits, these interim final regulations will help families and individuals experiencing financial 

burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and 

                                                 
58 An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average 
one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  
The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one 
estimate of $618,000 (Med Care 2006;44: 990–997). 
59 See “National Survey of Households Affected by Cancer.” (2006) accessed at 
http://www.kff.org/kaiserpolls/upload/7591.pdf 
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continuing coverage, these interim final regulations also reduce uncompensated care, which 

would otherwise increase premiums of the insured population through cost-shifting, as discussed 

in more detail in section IV.B.6 later in this preamble. 

These interim final regulations will also improve access to care.  Reaching a limit could 

interrupt or cause the termination of needed treatment, leading to worsening of medical 

conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, 

and less likely to fill a prescription or visit a doctor or clinic for a medical issue.60  The removal 

and restriction of benefit limits helps ensure continuity of care and the elimination of the extra 

costs that arise when an untreated or undertreated condition leads to the need for even more 

costly treatment, that could have been prevented if no loss of coverage had occurred.  Lack of 

insurance coverage leads to additional mortality and lost workplace productivity, effects that 

would be amplified for a sicker population such as those who would reach a benefit limit.61  By 

ensuring continuation of coverage, these interim final regulations benefit the health and the 

economic well-being of participants, beneficiaries, and enrollees. 

These interim final regulations also benefit those without an alternative source of health 

coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds 

a limit and loses coverage, that individual has a special enrollment right.  If his or her plan 

offered multiple benefit packages or a spouse has access to ESI, the individual could enroll in the 

coverage, although it might lead to a change in providers and less generous coverage.  Those 

without an alternative option would lose coverage, and the history of high medical claims and 

presence of preexisting conditions could make health insurance in the individual market 

                                                 
60 Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web 
Exclusive (2006)  
61 See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National 
Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: 
National Academy Press. 
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impossible.  Under these interim final regulations, people will no longer be treated differently 

depending on whether they have an alternative source of coverage. 

Executive Order 12866 explicitly requires agencies to take account of “distributive 

impacts” and “equity,” and these considerations help to motivate the relevant statutory 

provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual 

limits assures that insurance will perform the function for which it was designed – namely, 

protecting health and financial well being for those most in need of care.  This represents a 

meaningful improvement in equity, which is a benefit associated with these interim final 

regulations.   

d.  Costs and Transfers   

Extending health insurance coverage for individuals who would otherwise hit a lifetime 

or annual limit will increase the demand for and utilization of health care services, thereby 

generating additional costs to the system.  The three year phase-in of the elimination of annual 

limits and the immediate elimination of lifetime limits will increase the actuarial value of the 

insurance coverage for affected plans and policies if no other changes are made to the plan or 

policy.  Issuers and plans in the group market may choose to make changes to the plan or policy 

to maintain the pre-regulation actuarial value of the plan or policy, such as changing their 

provider networks or copayments in some manner.  To the extent that higher premiums (or other 

plan or policy changes) are passed on to all employees, there will be an explicit transfer from 

workers who would not incur high medical costs to those who do incur high medical costs.  If, 

instead, the employers do not pass on the higher costs of insurance coverage to their workers, 

this could result in lower profits or higher prices for the employer’s goods or services.  Given the 

relatively small proportion of people who exceed the benefit limits in the current group markets, 
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the Departments anticipate such transfers to be minimal when spread across the insured 

population (at a premium increase of one-half of a percent or less for lifetime limits and one-

tenth of a percent or less for annual limits), compared with the substantial benefit rendered to 

individual high-cost enrollees. However, as this discussion demonstrates, there is substantial 

uncertainty in data and in the choices plans will decide to make in response to these interim final 

regulations, preventing more precise estimations of effects.   

 In the individual market, where policies are individually underwritten with no rating 

bands in the majority of States, the Departments expect the added premium cost or other benefit 

changes to be largely borne by the individual policyholder.  As discussed in the impact analysis 

for Section 2704, if costs exceed 200 percent of the standard rate, some of the additional costs 

could be spread across the insurance market. In the 20 States with modified community rating, 

issuers could spread the increased costs across the entire individual market, leading to a transfer 

from those who would not incur high medical costs to those who do incur such costs.  However, 

as with the group market, such a transfer is expected to be modest, given the small numbers of 

people who would exceed their benefit limit.  The Departments estimate that the transfer would 

be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for 

annual limits, under a situation of pure community rating where all the costs get spread across 

the insured population.  This impact does not apply to grandfathered individual market plans. 

Also, given the wide variation in State insurance markets, a more precise estimation is not 

possible, and the premium impact would be even less in the majority of States that allow 

underwriting in the individual insurance market. 

 It is worth noting that the transfers discussed above will be significantly mitigated by the 

associated expansion of coverage that these interim final regulations create.  The Departments 
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expect, as a result of the gradual elimination of annual limits and the immediate elimination of 

lifetime limits, fewer people will be left without protection against high medical costs.  This will 

lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and 

locally funded medical support.  It can be anticipated that such an effect will be amplified due to 

the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in 

Medicaid, State and local funded health care coverage programs, as well as uncompensated care, 

all of which would otherwise raise taxes and/or premiums for the larger population.  

Unfortunately, data around these high-cost individuals is limited, preventing the Departments 

from quantifying these benefits at the present time. 

 Additional uncertainty prevents more precise estimation of the benefits and impacts of 

this provision. As discussed in the impact analysis for Section 2704, there are interactive effects 

of the various provisions in these interim final regulations which cannot be estimated. For 

example, prohibiting rescissions and lifetime limits could mean that someone who would have 

had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous 

lifetime limit. Moreover, it is important to note that the estimates presented here, by necessity, 

utilize “average” experiences and “average” plans.  Different plans have different characteristics 

of enrollees, for example in terms of age or health status, meaning that provisions such as 

eliminating lifetime or restricting annual limits could affect them differently. This also means 

that average impacts of the various provisions in these interim final regulations or others cannot 

simply be added to obtain a total impact, since a plan may be affected by one provision but not 

another. Moreover, plans and issuers will consider these impacts when making decisions about 

whether or not to make other changes to their coverage that could affect their grandfather status – 

a consideration that is pertinent in the case of restricted annual limits, which do not apply to the 
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grandfathered individual market.  This further compounds any precise calculation of benefits and 

costs. 

e.  Enrollment Opportunity 

These interim final regulations provide an enrollment (or, in the case of the individual 

market, reinstatement) opportunity for individuals who reached their lifetime limits in a group 

health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the 

individual market, the reinstatement opportunity does not apply to individuals who reached their 

lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise 

is no longer in effect.  It would apply, however, to a family member who reached the lifetime 

limit in an individual health insurance family policy while other family members remain in 

coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a 

cost burden of $21,000, as detailed in the Paperwork Reduction Act section.  

f.  Alternatives 

PHS Act section 2711(a)(2) requires the Departments to “ensure that access to needed 

services is made available with a minimal impact on premiums.”  Accordingly, the Departments 

undertook an analysis of different restricted annual limit thresholds to study the issue, taking into 

consideration several factors: (1) the current use of annual limits in the group and individual 

market; (2) the average premium impact of imposing different annual limits on the individual, 

small group, and large group markets; (3) the number of individuals who will continue to have 

annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer 

would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the 

potential for premium increases for all plans and policies, while at the same time ensuring access 
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to essential health benefits, the Departments decided to adopt a three-year phased approach for 

restricted annual limits.   

As discussed above, it is important to note that it is difficult to predict exactly how plans 

and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help 

control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual 

limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or 

raise premiums.  The Departments cannot determine which option or combination of options 

plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums 

due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is 

compounded by the data uncertainties discussed earlier in section IV.B.2.b of this preamble. 

Given the above data limitations, the Departments modeled the impact on premiums of 

increasing the annual limits for plans that currently have annual limits, assuming that the only 

reaction to a required increase in annual limits would be an increase in premiums.  Because some 

plans may choose to avoid or offset the potential premium increase by increasing cost sharing, 

tightening the network of providers, adopting cost savings tools, or making other plan changes, 

the modeled premium impacts represent the high-end of the possible increases in premiums.   

The Departments modeled a range of options and ways to implement a restricted annual 

limit.  Two of the options considered were setting the annual restricted limit on essential benefits 

at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed 

the limit and experience a gap in insurance coverage.  However, plans with current low limits 

could see increases in costs and potentially premiums because the proportion of claims covered 

by the plans would increase.  One final issue to consider is that for plan years (in the individual 

market, policy years) beginning after January 1, 2014, all group plans and non-grandfathered 
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individual policies will be required to remove annual limits.  A low annual limit until 2014 

would offer less protection to those with medical expenses exceeding the limit, and could result 

in an increase in premiums in 2014 (although a variety of other changes that will be implemented 

in 2014 could be expected to result in lower premium increases in most States).  Therefore, a 

stepped approach allowing the restricted annual limit to be phased in over time seemed to be the 

fairest approach and most likely to result in a minimal impact on premiums, so it was selected.   

Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 

3.4 above demonstrates the numbers of people expected to exceed different annual limit 

thresholds.  The Departments chose to set the restricted annual limit relatively low in the first 

year, and to then increase the limit up to $2 million over the three-year period.  This phased 

approach was intended to ease any increases in premiums in any one year, particularly for plans 

with low initial annual limits, and to help group plans and non-grandfathered individual policies 

transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was 

associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, 

but it is anticipated that these plans comprise only less than one-half of one percent of the 

market. On the other hand, raising the restricted annual limits to $2,000,000 under these interim 

final regulations could be expected to help an estimated 2,700 to 3,500 people62 who would no 

longer exceed their annual limit, ensuring financial protection to those who have high medical 

claims.   

It is important to note that these interim final regulations also provide that the Secretary 

of HHS may establish a waiver program under which issuers or plans may assert that adhering to 

the restricted annual limit provisions of these interim final regulations would result in a 

significant decrease in access to benefits or a significant premium increase.  The Departments 
                                                 
62 Numbers calculated from Table 3.4 may differ due to rounding. 
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provided for this waiver in order to prevent the loss of coverage for enrollees in low-benefit 

plans (for example, “mini-med” plans) that have low annual limits.  While the impact of this 

policy is not quantified, it, too, is intended to mitigate any unintended consequences given the 

paucity of data on the incidence and prevalence of annual limits in the markets today.  

Table 3.5 Estimated premium impacts for a plan moving to a new annual limit 

Current 
Limit 

People 
Subject to 
Current 
Limit 

New Limit 

  
$500k $750k $1 million $1.5 million $2 million 

$250k 278,000 3.7% 5.1% 6.1% 6.2-6.4% 6.263-6.6% 
$500k 835,000  1.4% 2.3% 2.4-2.6% 2.4-2.8% 
$750k 1,113,000   1.0% 1.0-1.2% 1.0-1.5% 
$1 million 6,435,000    0.1-0.3% 0.1-0.5% 
$1.5 
million 9,287,000        0.04-0.2% 
 
Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large 
Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit 
maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical 
spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The 
underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to 
National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the 
Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the 
three market segments by level of current annual limits to calculate the aggregate increase in premiums for the 
possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal 
loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, 
the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution 
once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate 
impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime 
limits for the National Hemophilia Foundation.  
 
4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 

CFR 147.128) 
   

a.  Summary  

As discussed earlier in this preamble, PHS Act Section 2712 provides rules regarding 

rescissions for group health plans and health insurance issuers that offer group or individual 

health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, 

certificate, or contract of insurance from the individual covered under the plan or coverage 

                                                 
63 If a second decimal place were included, the lower end of the range in this column would be greater than the 
lower end of the range in the $1.5 million column.   
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unless the individual (or a person seeking coverage on behalf of the individual) performs an act, 

practice, or omission that constitutes fraud, or unless the individual makes an intentional 

misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These 

interim final regulations provide that a group health plan, or a health insurance issuer offering 

group health insurance coverage, must provide at least 30 calendar days advance notice to an 

individual before coverage may be rescinded.64  The notice must be provided regardless of 

whether the rescission is of group or individual coverage; or whether, in the case of group 

coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or 

only to an individual within the group.    

PHS Act Section 2712 and these interim final regulations create a statutory Federal 

standard and enforcement power in the group and individual markets where it did not exist.  

Prior to this provision taking effect, varying court-made Federal common law existed for ERISA 

plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five 

circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, 

the majority of Federal courts or the Restatement of Contracts. According to a House Energy and 

Commerce Committee staff memorandum,65 rather than reviewing medical histories when 

applications are submitted, some insurers engage in “post-claims underwriting.”  Under this 

practice, if the policyholders become sick and file expensive claims, the insurance companies 

initiate investigations to scrutinize the details of the policyholder's application materials and 

medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer 

rescinds the policies, returns the premiums, and refuses payment for medical services.  The 

                                                 
64 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
65 Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. 
On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental 
memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. 
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Committee found some questionable practices in this area including insurance companies 

rescinding coverage even when discrepancies are unintentional or caused by others, for 

conditions that are unknown to policyholders, and for discrepancies unrelated to the medical 

conditions for which patients sought medical care.  According to the Committee, the current 

regulatory framework governing the individual insurance market in this area is a haphazard 

collection of inconsistent State and Federal laws. Protections for consumers and enforcement 

actions by regulators vary depending on where individuals live. Because of these varying 

standards, many patients lack adequate protections against rescission, prompting the need for and 

benefits from this rule.    

When a coverage rescission occurs, an individual’s health insurance coverage is 

retroactively cancelled, which means that the insurance company is no longer responsible for 

medical care claims that they had previously accepted and paid.  Rescissions can result in 

significant financial hardship for affected individuals, because, in most cases, the individuals 

have accumulated significant medical expenses. 

b.  Estimated Number of Affected Entities   

The Departments assume that these interim final regulations will have their largest impact 

on the individual insurance market, because group health coverage rarely is rescinded.66  By 

creating a new Federal standard governing when policies can be rescinded, the Departments 

expect these interim final regulations to potentially affect the approximately 17 million non-

elderly individual health insurance policy holders and their dependents in the individual health 

insurance market.67  In addition, approximately 490 health insurance issuers offering coverage in 

the individual health insurance market who currently could rescind health insurance coverage are 

                                                 
66 This statement is based on the Departments’ conversations with industry experts.   
67 2009 Current Population Survey. 
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expected to be affected.68  That said, the actual incidence of individuals who are subject to 

rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force 

collected data on 52 companies covering the period 2004-2008, and found that rescissions 

averaged 1.46 per thousand policies in force.69  This estimate implies there are approximately 

10,700 rescissions per year. 

 c.  Benefits   

 There are many benefits that flow from these interim final regulations, which the 

Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of 

“distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the 

insurance that enrollees paid for and expected to cover the cost of expensive illnesses and 

conditions, preventing rescissions would prevent inequity and greatly increase health and 

economic well-being.  Consumers would have greater confidence that purchasing insurance 

would be worthwhile, and policies would represent better value for money.  As discussed further 

in section IV.B.6.b of this preamble, it is also well-documented that lack of insurance leads to 

lost workplace productivity and additional mortality and morbidity.  Thus, these rules would 

contribute to reducing the burden from lost productivity that arises from people being uncovered.  

These effects would be especially large relative to the number of individuals affected given that 

the affected population tends to be much sicker on average. 

 Specifically, this provision also could protect against interruptions or terminations in care 

resulting from rescissions. As a result of the statute and these interim final regulations, people 

with high-cost illnesses at risk of rescission would have continued access to care throughout their 

illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in 

                                                 
68 Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare 
(http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx). 
69 NAIC Rescission Data Call, December 17, 2009, p.1. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 72

health insurance, even if brief, can have significant health and financial consequences.70  A 

survey from the Commonwealth Fund found that about three of five adults with any time 

uninsured said they had not received needed health care in the past year because of costs – more 

than two times the rate of adults who were insured all year.  Further, 44 percent of respondents 

who had experienced any coverage break during the prior year said they had failed to go to a 

doctor or clinic when they had a medical problem because of costs, compared with 15 percent of 

adults who did not experience such breaks.71  

 These interim final regulations will also have substantial financial benefits for individuals 

who otherwise would have had their policies rescinded.  While there has been minimal 

documentation of financial losses associated with rescissions, reports suggest severe financial 

hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was 

forced to stop chemotherapy for several months after being dropped by an insurer.72  The 

maintenance of coverage through illness not only prevents financial hardship for the particular 

enrollee, but can also translate into lower premiums for the broader insured population by 

reducing cost-shifting from the costs of uncompensated care. 

d.  Costs and Transfers   

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of 

material fact could lead insurers to spend more resources checking applications before issuing 

policies than they did before the Affordable Care Act, which would increase administrative 

costs. However, these costs could be partially offset by decreased costs associated with reduced 

post-claims underwriting under the interim final rule. Due to lack of data on the administrative 

                                                 
70 This point is discussed further in the section IV.B.6.b. later in this preamble.   
71 Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available 
http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf 
72 Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times 
(2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story.  
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costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence 

of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for 

an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost 

burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act 

section later in this preamble. 

To the extent that continuing coverage for these generally high-cost populations leads to 

additional demand for and utilization of health care services, there will be additional costs 

generated in the health care system.  However, given the relatively low rate of rescissions 

(approximately 0.15 percent of individual policies in force) and the relatively sick nature of 

people who have policies rescinded (who would have difficulty going without treatment), the 

Departments estimate that these additional costs would be small. 

Under this provision of these interim final regulations, a transfer likely will occur within 

the individual health insurance market from policyholders whose policies would not have been 

rescinded before the Affordable Care Act to some of those whose policies would have been 

rescinded before the Affordable Care Act, depending on the market and the rules which apply to 

it.  This transfer could result from higher overall premiums insurers will charge to recoup their 

increased costs to cover the health care costs of very sick individuals whose policies previously 

could be rescinded (the precise change in premiums depends on the competitive conditions in 

specific insurance markets).  However, rescissions are extremely rare in group markets where 

such costs would be most likely to be transferred through premium increases.  As described 

earlier, they are also rare in the individual market, affecting 0.15 percent of policies.  In this 

market, the potential costs would likely be born by the individuals themselves unless they live in 

a State with regulations limiting rate increases based on health, as discussed further below.   
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While the Departments are unable to estimate the impact of prohibiting rescissions except 

in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even 

the high rates of rescission acknowledged by some smaller insurers would still be expected to 

translate into only a small average impact across the individual health insurance market.  And 

since this small impact across the market would be primarily attributable to insurers paying 

benefits to persons with substantial medical expenditures, the transfer would be useful. 

The Departments assume for their analysis that the individuals covered by the rescinded 

policies are much sicker than average. Specifically, these individuals are assumed to have total 

spending in the top 10 percent of spending, which represents about 70 percent of total spending 

for the population as a whole, as estimated from the 2007 MEPS-HC person level medical 

expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this 

subset randomly, then they would account for one percent of claims. Depending on the 

percentage of rescissions that no longer occur as a result of these interim final regulations, and 

other changes to the insurance market as detailed below, these claims would now have to be 

covered, representing a transfer of costs from the affected entities to the larger insured 

population.  

Substantial uncertainty exists around the estimated transfer discussed above. First, since 

post-claims underwriting is limited by these interim final regulations, plans may expand their 

pre-claims underwriting practices, potentially leading to increased denials, preexisting condition 

riders, or rate-ups.73 This in turn would decrease the number of rescissions, but without 

expanding coverage or increasing claims paid. Second, there is uncertainty concerning what 

proportion of the rescissions would be considered to result from fraud or intentional 

                                                 
73 These interim final regulations eliminate preexisting condition riders for children, but such riders will continue to 
be allowed for adults until January 1, 2014.   
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misrepresentation of material fact, and also uncertainty regarding the interaction of this provision 

with other provisions, such as the elimination of lifetime limits discussed in the impact analysis 

for PHS Act section 2711, or the prohibition of preexisting condition exclusions for children – 

since new children will now be able to enroll in policies which also cannot be rescinded. As a 

result of this uncertainty, the Departments are unable to precisely estimate an overall or average 

premium impact from this provision, but given the relatively low prevalence of rescissions in the 

current market, the impact is estimated to be at most a few tenths of a percent. 

5. PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-
2719A, 45 CFR 147.138) 
 

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim 

final regulations impose, with respect to a group health plan, or group or individual health 

insurance coverage,  a set of three requirements relating to the choice of a health care 

professional and requirements relating to benefits for emergency services.  The three 

requirements relating to the choice of health care professional apply only with respect to a plan 

or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not 

negotiated with any provider for the delivery of health care but merely reimburses individuals 

covered under the plan for their receipt of health care is not subject to the requirements relating 

to the choice of a health care professional.  However, all plans or health insurance coverage are 

subject to requirements relating to benefits for emergency services.  The cost, benefits, and 

transfers associated with each of these requirements are discussed separately below. 

PHS Act section 2719A and these interim final regulations are generally effective for 

plan years (or, in the case of the individual market, policy years) beginning on or after September 

23, 2010. 

a.  Choice of Health Care Professional 
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i.  Designation of Primary Care Provider 

Summary.  The statute and these interim final regulations provide that if a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, requires 

or provides for designation by a participant, beneficiary, or enrollee of a participating primary 

care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.   

Estimated Number of Affected Entities.  Choice or assignment to a primary care provider 

is typically required by health maintenance organizations (HMOs) and Point of Service plans 

(POS).  Recent data suggest that there are 577 HMOs in the United States,74 accounting for more 

than 32.3 million enrollees,75 of whom about 40 percent have their primary care provider serve 

as a gatekeeper.76  Similar data does not exist for POS plans, although as a reference, about 10 

percent of workers with ESI are enrolled in POS plans.77 

PHS Act section 2719A and these interim final regulations only apply to non-

grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by 

type of market, and the inability to predict new plans that may enter those markets, the 

Departments are unable to predict the number enrollees and plans that would be affected by these 

provisions. Moreover, there are no data on the number of plans that auto-assign patients to 

primary care physicians and do not already allow patients to make the final provider choice, as 

                                                 
74 Kaiser Family Foundation, “Number of HMOs, July 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the 
number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final 
regulations. 
75 Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey. 
76 See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United 
States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009).  
77 See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment 
for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at 
http://ehbs.kff.org/pdf/2009/7936.pdf.  
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this would be the population to benefit maximally from the interim final rule.  From 

conversations with industry experts the Departments expect, however, that this number would be 

very small, and therefore the benefits and costs of this provision would be small as well, as 

discussed further below. 

Benefits.  Provider choice allows patients to take into account factors they may value 

when choosing their provider, such as provider credentials, office hours and location, advice 

from professionals, and information on the experience of other patients.78  Freedom of choice is 

an important value, particularly in this domain, even if it cannot easily be turned into monetary 

equivalents. Provider choice is a strong predictor of patient trust in their provider, which could 

lead to decreased likelihood of malpractice claims.79  As well, studies show that better patient-

provider trust results in improved medication adherence.80  Research literature suggests that 

better patient-provider relationships also increase health promotion and therapeutic effects.81 

Moreover, one study found that adults who identified having a primary care provider, rather than 

a specialist, as their regular source of care had 33 percent lower annual adjusted health care 

expenditures and lower adjusted mortality.82   

Studies have also found that patients who have long-term relationships with their health 

care providers tend to experience better quality health care.  Adults that have a usual provider 

and place are more likely to receive preventive care and screening services than those who do 
                                                 
78 See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will 
They Come?.” Journal of General Internal Medicine 22.10 (2007).   
79 Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider 
Choice and Associated Trust.” BMC Health Services Research 22.10 (2007). 
80 Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost 
Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient 
Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults 
Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002). 
81 Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical 
Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, 
and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).   
82 Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care 
Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998). 
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not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the 

ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual 

provider and place of service.83   

Regular contact with primary care providers also can decrease emergency department 

visits and hospitalizations.  One study found that adolescents with the same regular source of 

care were more likely to receive preventive care and less likely to seek care in an emergency 

room.84  Another study found that patients without a relationship with a regular physician were 

60 percent more likely to go to the emergency department with a non-urgent condition.85  

Patients that have a usual source of care tend to also have fewer hospital admissions.86   

Costs and Transfers.  Although difficult to estimate given the data limitations described 

above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees 

like their providers, they are more likely to maintain appointments and comply with treatment, 

both of which could induce demand for services, but these services could then in turn reduce 

costs associated with treating more advanced conditions.  However, the number of affected 

entities from this provision is very small, leading to small additional costs. 

There will likely be negligible transfers due to this provision given no changes in 

coverage or cost-sharing. 

ii.  Designation of Pediatrician as Primary Care Provider 

Summary.  If a plan or issuer requires or provides for the designation of a participating 

primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must 

                                                 
83 Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening 
Services.”  Journal of General Internal Medicine 23.9 (2008). 
84 Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 
(2005). 
85 Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.” 
86 Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.”  
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permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as 

the child's primary care provider if the provider participates in the network of the plan or issuer 

and is available to accept the child.   The general terms of the plan or health insurance coverage 

regarding pediatric care otherwise are unaffected, including any exclusions with respect to 

coverage of pediatric care.   

Estimated Number of Affected Entities.  Due to lack of data on enrollment in managed 

care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, 

and the inability to predict new plans that may enter those markets, the Departments are unable 

to predict the number enrollees and plans that would be affected by these provisions. As a 

reference, there are an estimated 11.8 million individuals under age 19 with ESI who are in an 

HMO plan.87 

Benefits.  By expanding participating primary care provider options for children to 

include physicians who specialize in pediatrics, this provision could benefit individuals who are 

making decisions about care for their children.  As discussed in the previous section, research 

indicates that when doctors and patients have a strong, trusting relationship, patients often have 

improved medication adherence, health promotion, and other beneficial health outcomes.  

Considering this research, this provision could lead to better, sustained patient-provider 

relationships and health outcomes. 

In addition, allowing enrollees to select a physician specializing in pediatrics as their 

children’s primary care provider could remove any referral-related delays for individuals in plans 

that require referrals to pediatricians and do not allow physicians specializing in pediatrics to 

                                                 
87 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
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serve as primary care providers.88  The American Academy of Pediatrics (AAP) strongly 

supports the idea that the choice of primary care clinicians for children should include 

pediatricians.89  Relatedly, at least two States have laws providing children immediate access to 

pediatricians.90  

Regular pediatric care, including care by physicians specializing in pediatrics, can 

improve child health outcomes and avert preventable health care costs.  For example, one study 

of Medicaid enrolled children found that when children were up to date for age on their schedule 

of well-child visits, they were less likely to have an avoidable hospitalization at a later time.91  

Likewise, if providers are able to proactively identify and monitor obesity in child patients, they 

may reduce the incidence of adult health conditions that can be expensive to treat; various 

studies have documented links between childhood obesity and diabetes, hypertension, and adult 

obesity.92  One recent study modeled that a one-percentage-point reduction in obesity among 

twelve-year-olds would save $260.4 million in total medical expenditures.93  

Giving enrollees in covered plans (that require the designation of a primary care 

provider) the ability to select a participating physician who specializes in pediatrics as the child’s 

primary care provider benefits individuals who would not otherwise have been given these 

choices.  Again, the extent of these benefits will depend on the number of enrollees with children 

                                                 
88 There is no data available to estimate the number of plans that fall into this category. 
89 See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care 
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at 
http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.   
90 For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights 
requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7. 
91 Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.” 
92 “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  
National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human 
Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm. 
93 Ibid. 
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that are covered by plans that do not allow the selection of a pediatrician as the primary care 

provider, which industry experts suggest would be small. 

Costs and Transfers.  Although difficult to estimate given the data limitations described 

above, the costs for this provision are likely to be small. Giving enrollees a greater choice of 

primary care providers by allowing them to select participating physicians who specialize in 

pediatrics as their child’s primary care provider could lead to health care costs by increasing the 

take-up of primary care services, assuming they would not have utilized appropriate services as 

frequently if they had not been given this choice.   

Any transfers associated with these interim final regulations are expected to be minimal.  

To the extent that pediatricians acting as primary care providers would receive higher payment 

rates for services provided than would other primary care physicians, there may be some transfer 

of wealth from policy holders of non grandfathered group plans to those enrollees that choose the 

former providers.  However, the Departments do not believe that this is likely given the 

similarity in income for primary care providers that care for children.94 

iii.  Patient Access to Obstetrical and Gynecological Care 

Summary.  The statute and these interim final regulations also provide rules for a group 

health plan, or a health insurance issuer offering group or individual health insurance coverage, 

that provides coverage for obstetrical or gynecological care and requires the designation of an in-

network primary care provider.  Specifically, the plan or issuer may not require authorization or 

referral by the plan, issuer, or any person (including a primary care provider) for a female 

participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an 

in-network health care professional who specializes in obstetrics or gynecology.  These plans and 

issuers must also treat the provision of obstetrical and gynecological care, and the ordering of 
                                                 
94 http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf 
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related obstetrical and gynecological items and services, by the professional who specializes in 

obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a 

health care professional specializing in obstetrics or gynecology is any individual who is 

authorized under applicable State law to provide obstetrical or gynecological care, and is not 

limited to a physician.   

Estimated Number of Affected Entities.  Requiring referrals or authorizations to health 

care professional who specializes in obstetrics or gynecology (OB/GYNs) is typically required 

by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, 

according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an 

OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs 

among their routine health care providers.95  In 2006, there were 69.4 million visits to an 

OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers 

for Disease Control and Prevention.96 Although more recent data is not available, a 1999 survey 

showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care 

provider reported that their gynecologic patients were either limited or barred from seeing their 

OB/GYNs without first getting permission from another physician, and 28 percent reported that 

their pregnant patients needed permission before seeing an OB/GYN.97  Nearly 75 percent of 

surveyed OB/GYNs reported that their patients needed to return to their primary care physicians 

for permission before they could provide necessary follow-up care. 

Notably, beginning in 1994, due to both consumer demand and efforts to regulate 

managed care, many States passed direct access laws for OB/GYNs, allowing patients to seek 

                                                 
95 See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).   
96 See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health 
Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at 
http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf.  
97 See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999. 
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care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 

States plus the District of Columbia have laws that provide direct access to OB/GYNs.  

However, 14 States have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, 

Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, 

Vermont, and Wyoming.98  This provision gives females direct access to OB/GYNs in covered 

plans in these States, who may otherwise not have had this direct access.  As well, because State 

law is preempted by ERISA, women in self-insured plans did not previously receive this legal 

protection.  In addition, these women will not need to get an authorization from their primary 

care provider for the care and ordering of obstetrical and gynecological items and services by 

their participating OB/GYN. 

These interim final regulations apply to non-grandfathered health plans.  However, due to 

the lack of data on HMO and POS enrollees by type of market, and the inability to predict new 

plans that may enter those markets, the Departments are unable to predict the number enrollees 

and plans that would be affected by this provision. As a reference, there are an estimated 14.8 

million females between ages 21 to 65 with ESI who are in HMO plans.99 

Benefits.  This provision gives women in covered plans easier access to their OB/GYNs, 

where they can receive preventive services such as pelvic and breast exams, without the added 

time, expense, and inconvenience of needing permission first from their primary care providers.  

Moreover, this provision may also save time and reduce administrative burden since 

participating OB/GYNs do not need to get an authorization from a primary care provider to 

provide care and order obstetrical and gynecological items and services. To the extent that 

                                                 
98 Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at 
http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114 
99 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
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primary care providers spend less time seeing women who need a referral to an OB/GYN, access 

to primary care providers will be improved.  To the extent that the items and services are critical 

and would have been delayed while getting an authorization from the primary care provider, this 

provision could improve the treatment and health outcomes of female patients. 

Access to such care can have substantial benefits in women’s lives. About 42,000 

American women die each year from breast cancer, and it is estimated that about 4,000 

additional lives would be saved each year just by increasing the percentage of women who 

receive recommended breast cancer screenings to 90 percent.100  As well, regular screening with 

pap smears is the major reason for the 30-year decline in cervical cancer mortality.101 

To the extent that direct access to OB/GYN services results in increased utilization of 

recommended and appropriate care, this provision may result in benefits associated with 

improved health status for the women affected.  Potential cost savings also exist since women in 

affected plans will not need to visit their primary care provider in order to get a referral for 

routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary 

time and administrative burden, and decreasing the number of office visits paid by her and by her 

health plan.   

Costs and Transfers.  One potential area of additional costs associated with this provision 

would be induced demand, as women who no longer need a referral to see an OB/GYN may be 

more likely to receive preventive screenings and other care. Data is limited to provide an 

estimate of this induced demand, but the Departments believe it to be small. 

                                                 
100 See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and 
Health Benefits.”  Partnership for Prevention, August 2007. 
101 See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26. 
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To the extent these interim final regulations result in a shift in services to higher cost 

providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans 

to those individuals using the services affected.  However, such an effect is expected to be small. 

b.  Coverage of Emergency Services 

i.  Summary   

PHS Act section 2719A and these interim final regulations provide that a group health 

plan and a health insurance issuer covering emergency services must do so without the individual 

or the health care provider having to obtain prior authorization (even if the emergency services 

are provided out of network).  For a plan or health insurance coverage with a network of 

providers that provide benefits for emergency services, the plan or issuer may not impose any 

administrative requirement or limitation on benefits for out-of-network emergency services that 

is more restrictive than the requirements or limitations that apply to in-network emergency 

services.   

Finally, these interim final regulations provide that cost-sharing requirements expressed 

as a copayment amount or coinsurance rate imposed for out-of-network emergency services 

cannot exceed the cost-sharing requirements that would be imposed if the services were provided 

in-network. These interim final regulations also provide that a plan or health insurance issuer pay 

for out-of-network emergency services (prior to imposing in-network cost-sharing), the greatest 

of: (1) the median in-network rate; (2) the usual customary and reasonable rate (or similar rate 

determined using the plans or issuer’s general formula for determining payments for out-of-

network services); or (3) the Medicare rate.  

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  
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These terms are defined generally in accordance with their meaning under Emergency Medical 

Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, 

however, some variances from the EMTALA definitions.   

The statute and these interim final regulations relating to emergency services do not 

apply to grandfathered health plans; however, other Federal or State laws related to emergency 

services may apply regardless of grandfather status. 

 ii. Estimated Number of Affected Entities 

These interim final regulations will directly affect out-of-pocket expenditures for 

individuals enrolled in non-grandfathered private health insurance plans (group or individual) 

whose copayment or coinsurance arrangements for emergency services differ between in 

network and out of network providers.  These interim final regulations may also require some 

health plans to make higher payments to out of network providers than are made under their 

current contractual arrangements.  There are no available data, however, that allow for national 

estimates of the number of plans (or number of enrollees in plans) that have different payment 

arrangements for out of network than in-network providers, or differences between in- and out-

of-network copayment and coinsurance arrangements, in order to more precisely estimate the 

number of enrollees affected. 

The Departments conducted an informal survey of benefits plans for large insurers in 

order to assess the landscape with regard to copayment and coinsurance for emergency 

department services, but found that a variety of arrangements currently exist in the marketplace.  

Many of the large insurers maintained identical copayment and/or coinsurance arrangements 

between in and out of network providers.  Others have differing arrangements based on 

copayments, coinsurance rates, or a combination of the two.  While useful for examining the 
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types of arrangement that exist in the market place, these data do not contain enrollment 

information and therefore cannot be used to make impact estimates. 

 Although these data do not permit quantitative estimates of plans or persons affected, 

other data can be illustrative of overall magnitudes for emergency services.  For a point of 

reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 

39.9 percent were made by individuals with private insurance.  This represents approximately 

46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency 

department services, or 27.4 million people.102 While data on rates of out-of-network emergency 

room encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that 

nationally about 8 percent of its emergency room visits are sought out-of-network.103  Given the 

breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of 

emergency room visits are out-of-network each year, since a plan with a smaller provider 

network will be more likely to have out-of-network use by enrollees.  If each individual was 

equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals 

would be potentially affected by differing out-of-pocket requirements.  Based on the informal 

survey, some proportion, possibly a large portion, of these individuals are covered by plans that 

have identical in and out-of-network requirements.  Therefore, the number of individuals 

affected by this regulatory provision would be smaller.  

iii.  Benefits 

Insurers maintain differing copayment and coinsurance arrangements between in- and 

out-of-network providers as a cost containment mechanism.  Implementing reduced cost sharing 

                                                 
102 Vital and Health Statistics, Advanced Data No. 386, June 29, 2007   
103 BCBS, however, reports its rates vary considerably by State, with 11 States having double digit rates ranging 
from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many State Blue Cross 
Blue Shield plans, its statistics for out of network emergency services utilization should be considered a 
conservative estimate of the proportion of ER services that insured individuals receive out-of-network. 
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for the use of in-network providers provides financial incentive for enrollees to use these 

providers, with whom plans often have lower-cost contractual arrangements.  In emergency 

situations, however, the choice of an in-network provider may not be available – for example, 

when a patient is some distance from his or her local provider networks or when an ambulance 

transports a patient to the nearest hospital which may not have contractual arrangements with the 

person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could 

place a substantial financial burden on the patient. These interim final regulations eliminate this 

disparity in out-of-pocket burden for enrollees, leading to potentially substantial financial 

benefit. 

These interim final regulations also provide for potentially higher payments to out-of-

network providers, if usual customary rates or Medicare rates are higher than median in-network 

rates.  This could have a direct economic benefit to providers and patients, as the remaining 

differential between provider charge and plan payment will be smaller, leading to a smaller 

balance-bill for patients.   

 To the extent that expectations about such financial burden with out-of-network 

emergency department usage would cause individuals to delay or avoid seeking necessary 

medical treatment when they cannot access a network provider, this provision may result in more 

timely use of necessary medical care.  It may therefore result in health and economic benefits 

associated with improved health status; and fewer complications and hospitalizations due to 

delayed and possibly reduced mortality.  The Departments expect that this effect would be small, 

however, because insured individuals are less likely to delay care in emergency situations.  

iv.  Costs and Transfers 
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The economic costs associated with the emergency department provisions are likely to be 

minimal.  These costs would occur to the extent that any lower cost-sharing would induce new 

utilization of out of network emergency services.  Given the nature of these services as 

emergency services, this effect is likely to be small for insured individuals.  In addition, the 

demand for emergency services in truly emergency situations can result in health care cost 

savings and population health improvements due to the timely treatment of conditions that could 

otherwise rapidly worsen. 

The emergency services provisions are likely to result in some transfers from the general 

membership of non-grandfathered group policies that have differing copayment and coinsurance 

arrangements to those policy holders that use the out-of-network emergency services.  The 

transfers could occur through two avenues.  First, if there is reduced cost sharing for out-of-

network emergency services, then plans must pay more when enrollees use those services.  Out-

of-pocket costs for the enrollees using out-of-network services will decrease, while plan costs 

will get spread across the insured market.  Second, if the provision results in plans paying higher 

rates than they currently do for out-of-network providers, then those costs will get spread across 

the insured market while the individual enrollees using out-of-network care would potentially get 

a smaller balance bill.  For all of the data issues described above, the precise amount of the 

transfer which would occur through an increase in premiums for these group plans is impossible 

to quantify with any precision, but it is likely to be less than one-tenth of one percent of 

premium, and only applies to non-grandfathered health plans.     

 c. Application to Grandfathered Health Plans   

As discussed earlier in this preamble, the statute and these interim final regulations 

relating to certain patient protections do not apply to grandfathered health plans.  However, other 
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Federal or State laws related to these patient protections may apply regardless of grandfather 

status. 

 d.  Patient Protection Disclosure Requirement 

When applicable, it is important that individuals enrolled in a plan or health insurance 

coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan 

or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain 

obstetrical or gynecological care without prior authorization.  Accordingly, these interim final 

regulations require such plans and issuers to provide a notice to participants (in the individual 

market, primary subscribers) of these rights when applicable.  Model language is provided in 

these interim final regulations.  The notice must be provided whenever the plan or issuer 

provides a participant with a summary plan description or other similar description of benefits 

under the plan or health insurance coverage, or in the individual market, provides a primary 

subscriber with a policy, certificate, or contract of health insurance. 

The Departments estimate that the cost to plans and insurance issuers to prepare and 

distribute the disclosure is $6.1 million in 2011.  For a discussion of the Patient Protection 

Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble. 

6.  Combined Effects of the Insurance Market Reforms 

a.  Summary  

The Affordable Care Act includes a number of provisions that are effective for plan years 

(or in the case of individual health insurance coverage, for policy years) beginning on or after 

September 23, 2010.  These interim final regulations include four of those provisions whose 

purpose is to improve consumer protections.  Two additional provisions – the extension of 

dependent coverage to adult children and the rules defining a grandfathered health plan – were 
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the subject of previously published interim final regulations.  The implementation of other 

provisions – including those relating to coverage of preventive services (PHS Act section 2713) 

and appeals (PHS Act section 2719) – will be addressed in future regulations.   

This set of regulations is distinct from the others in that its primary beneficiaries are 

people who generally already have some type of illness, injury or disability.  The provision 

prohibiting preexisting condition exclusions for children could help 31,000 to 72,000 uninsured 

children gain insurance, and up to 90,000 children who have insurance with benefit carve-outs or 

preexisting condition exclusion periods.  The policy on restricted annual limits could help up to 

2,700 to 3,500 people who hit these limits each year; the prohibition on lifetime limits could help 

18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on 

an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies 

in the individual market each year, and these interim final regulations are expected to reduce this 

number substantially.104  And one of the patient protections, access to emergency care from out-

of-network providers, could limit the out-of-pocket spending for up to 2.1 to 4.2 million 

individuals with some acute health care need.  While the estimates on the number of people 

affected by these policies may be relatively small, a much larger number of Americans are at risk 

of hitting one of these barriers to insurance coverage and will gain indirect benefits of the 

legislation.  This section describes the potential combined benefits, costs, and transfers of these 

provisions.   

 b.  Benefits 

These interim final regulations could generate significant economic and social welfare 

benefits to consumers.  This would take the form of reductions in mortality and morbidity, a 

reduction in medical expenditure risk, an increase in worker productivity, and a decrease the 
                                                 
104 NAIC Rescission Data Call, December 17, 2009, p.1. 
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cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden 

tax.”  Each of these effects is described below.  It should be noted that the benefits described are 

substantially greater in each of these areas once all the protections of the full Affordable Care 

Act are effective. 

A first type of benefit is reductions in mortality and morbidity.  While the empirical 

literature leaves many questions unresolved, a growing body of evidence convincingly 

demonstrates that health can be improved  by spending more on at-risk individuals and by 

expanding health insurance coverage.  For example, Almond et al.105 find that newborns 

classified just below a medical threshold for “very low birthweight” have lower mortality rates 

than newborns classified as just above the threshold, despite an association between low birth 

weight and higher mortality in general, because they tend to receive additional medical care. In a 

study of severe automobile accidents, Doyle106 found that uninsured individuals receive less care 

and have a substantially higher mortality rate. Currie and Gruber107 found that increased 

eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, 

leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et 

al.108 found that individuals just old enough to qualify for coverage have lower mortality rates – 

despite similar illness severity – than do those just too young for eligibility. Finally, a report by 

                                                 
105 Almond, Douglas, Joseph J. Doyle, Jr., Amanda E. Kowalski, and Heidi Williams. “Estimating 
Marginal Returns to Medical Care: Evidence from At-Risk Newborns.” The Quarterly Journal of 
Economics, May 2010, 125(2): 591-634. http://www.mit.edu/~jjdoyle/vlbw.pdf.  
106 Doyle, Joseph J. “Health Insurance, Treatment and Outcomes: Using Auto Accidents as Health Shocks.” The 
Review of Economics and Statistics, May 2005. 87(2):256-270. 
http://www.mitpressjournals.org/doi/abs/10.1162/0034653053970348.  
107 Currie, Janet and J. Gruber. “Health Insurance Eligibility, Utilization of Medical Care, and Child Health.” The 
Quarterly Journal of Economics, May 1996. 111(2):431-466. http://www.jstor.org/stable/2946684?cookieSet=1.  
108 Card, David, C. Dobkin, and N. Maestas. “Does Medicare Save Lives?” The Quarterly Journal of Economics, 
May 2009. 124(2):597-636. http://www.mitpressjournals.org/doi/abs/10.1162/qjec.2009.124.2.597.  
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the Institute of Medicine (IOM)109 found mortality risks for uninsured individuals that were 25 

percent higher than those of observably similar insured individuals. In addition to the prospect 

that expanded insurance coverage will result in reductions in mortality, it will almost certainly  

substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley 

and the IOM.110   

These interim final regulations will expand access to currently uninsured individuals.  

These newly insured populations will likely achieve both mortality and meaningful morbidity 

reductions from the regulations, especially those populations who face rescissions, restricted 

annual or lifetime limits, or preexisting conditions exclusions, since they are on average in worse 

health and thus likely to benefit even more from insurance coverage than uninsured individuals 

in general.  

Because considerable uncertainty surrounds any specific estimate of the effect of 

expanded coverage on mortality and morbidity, this benefit is not quantified in this analysis.111  

However, the Departments conclude that reductions in mortality and morbidity are likely to be a 

significant benefit of these interim final regulations and will become substantially greater in 

2014 and subsequent years, when millions of additional individuals will obtain health insurance 

coverage.  

A second type of benefit from the cumulative effects of these interim final regulations is 

a reduction in medical risk.  A central goal of health insurance is to protect individuals against 

catastrophic financial hardship that would come with a debilitating medical condition.  By 

                                                 
109 Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 
2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1.  
110 Institute of Medicine, op. cit.  Hadley J.  Sicker and Poorer: The consequences of being uninsured.  Medical Care 
Research and Review, Vol. 60, No. 2 suppl, 3S-75S (2003) 
111 Kronick, Richard. “Health insurance coverage and mortality revisited.” Health Services Research. April 2009. 
44(4):1211-1231. http://www3.interscience.wiley.com/journal/122342601/abstract?CRETRY=1&SRETRY=0.  
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pooling expenses across healthy and sick individuals, insurance can substantially improve the 

economic well-being of the sick while imposing modest costs on the healthy.  This insurance is 

valuable, and economic theory suggests that the gains to the sick from a properly implemented 

insurance system far exceed the costs to healthy individuals.  A recent paper shows that the 

benefits from this reduction in exposure to financial risks would be sufficient to cover almost 

two-fifths of insurance costs.112  Previous research also suggests that protecting patients who 

have very high medical costs or low financial assets is likely to have even larger benefits.  

Indeed, research indicates that approximately half of the more than 500,000 personal 

bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical 

expenses.113  Exclusions from health insurance coverage based on preexisting conditions expose 

the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual 

or lifetime limits on benefits increase the chance that medical expenditures will go 

uncompensated, exposing individuals to the financial risks associated with illness. Regulations 

that prevent these practices thus reduce the uncertainty and hardship associated with these 

financial risks.  Moreover, because they secure coverage for individuals with high probabilities 

of incurring extensive medical expenses, regulations that guard against rescissions and prevent 

insurance exclusion based on preexisting conditions for children are likely to have especially 

large economic benefits in terms of reducing financial risk.  These interim final regulations will 

help insurance more effectively protect patients from the financial hardship of illness, including 

bankruptcy and reduced funds for non-medical purposes. 

 A third type of benefit from these interim final regulations is improved workplace 

productivity.  These interim final regulations will benefit employers and workers by increasing 

                                                 
112 Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality 
and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669. 
113 David Himmelstein et al, 2009. 
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workplace productivity and reducing absenteeism, low productivity at work due to preventable 

illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that 

increased access to health insurance coverage improves labor market outcomes by improving 

worker health.114  The health benefits of eliminating coverage rescissions and lifetime coverage 

limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs 

will help to reduce disability, low productivity at work due to preventable illness, and 

absenteeism in the work place, thereby increasing workplace productivity and labor supply.  

Economic theory suggests that these benefits would likely be shared by workers, employers, and 

consumers.  In addition, these interim final regulations will increase labor market efficiency by 

reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such 

activities would result in the loss of health insurance or limitations on coverage.  For example, 

without the regulations, a parent with generous coverage for a child with a medical condition 

might fear moving to a different employer or launching his or her own business given the 

concern that the new plan could exclude coverage for the child on the basis of the preexisting 

condition.  These reforms will increase not only productivity and innovation through 

entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with 

potentially higher salaries.115  The Council of Economic Advisers’ June 2009 report estimates 

that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock 

would be an increase in wages of 0.3 percent.   

Fourth, the Affordable Care Act’s provisions will reduce the transfers in the health care 

system due to cost shifting of uncompensated care that lead to higher premiums for private 

insurance.  The insurance market regulations will help expand the number of individuals who are 

                                                 
114 Council of Economic Advisers. “The Economic Case for Health Reform.” (2009). 
115 Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the 
Literature.” (2001). 
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insured and reduce the likelihood that individuals who have insurance do not bankrupt 

themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated 

care that imposes a “hidden tax” on consumers of health care since the costs of this care are 

shifted to those who are able to pay for services in the form of higher prices.   

The Departments provide here an order of magnitude for the compensatory reduction in 

cost-shifting of uncompensated care that is associated with the expansion of coverage of these 

interim final regulations.  Three assumptions were made.  First, the uninsured populations 

affected by these interim final regulations tend to have worse health, greater needs for health 

care, higher health care spending, and less ability to reduce utilization when they are uninsured.  

These interim final regulations are therefore unlikely to induce as much demand for health care 

as would be assumed for the uninsured population in general when coverage expands.  As such, 

the Departments assume that extending insurance coverage to this group is unlikely to 

significantly increase the overall costs of the U.S. health care system.  The Departments 

therefore assume that the vast majority of the premium increases estimated in this regulatory 

impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered 

costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  

Second, on the basis of the economics literature on the subject,116 the Departments 

estimate that two-thirds of the previously uncovered costs would have been uncompensated care 

(with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid 

for by public sources, and 25 percent would have been paid for by private sources.  If reductions 

in privately-financed uncompensated care are passed on in the form of lower prices charged by 

hospitals, and result in lower insurance premiums charged to consumers, then the Departments 

                                                 
116 Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources 
of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 97

estimate that increased insurance coverage for the vulnerable populations affected by these 

interim final regulations could result in reductions in insurance premiums of up to $1 billion in 

2013.117 There would also be corresponding decreases in public expenditure as uncompensated 

care is reduced. 

c.  Costs and Transfers 

Premiums reflect both effects on health system costs as well as transfers in the payment 

of costs from one payer or group of individuals to another.  For example, as consumer 

protections expand coverage and/or reduce cost-sharing, the costs for services that people 

previously paid for out of pocket – often creating substantial burdens as described above – will 

be distributed over a wider insured population.  On the other hand, the cost-shifting that 

previously occurred onto the insured population when people could no longer pay for their out-

of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for 

services, with corresponding benefits to health and productivity.  These costs and transfers 

together will generate a change in premiums.  As discussed previously, the populations affected 

by these interim final regulations tend to be in poorer health than the general uninsured 

population, leading to less induced demand when coverage expands.  

The Departments estimate that the premium effect of prohibiting preexisting condition 

exclusions for children would be on average one percent or less in the individual market and 

negligible in the group market.  The provisions relating to annual and lifetime limits would have 

                                                 
117 The Departments come to this estimate using the following methods. First, they estimated the proportion of the 
population in group and individual markets using the Medical Expenditure Panel Survey (2008). Next, information 
from 75 FR 34538 (June 17,2010) was used to estimate the proportion of employer and individual plans that 
maintain or lose grandfather status by 2013. Projections of national health expenditures from the National Health 
Expenditure Accounts to 2013 were distributed among these groups, and premium impacts as discussed in this 
regulatory impact analysis were applied. Potential premium reductions secondary to reductions in the cost-shifting 
of uncompensated care were then calculated using the information from the economic literature as presented in this 
discussion. The Departments note that to the extent that not all of the reductions in uncompensated care costs are 
passed onto insured populations, these estimates may be an overestimate. 
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approximately one-half of one percent impact on premiums in the group market and less than a 

one percent impact on premiums in the individual market.  While the prohibition on lifetime 

limits applies to individual plans that are grandfathered, the restricted annual limit policy and 

preexisting condition exclusion policy for children do not, limiting the premium effect for the 

grandfathered market.  Although precise estimates of the effects of restricting rescissions and 

expanding patient protections are even more difficult to make than for preexisting condition 

exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of 

restricting rescissions will be no more than a few tenths of one percent of premium, and that 

patient protections will increase premiums by less than one tenth of one percent. 

The Departments emphasize that these individual premium effects cannot be simply 

added to get a combined impact on premiums for several reasons.  The first relates to their 

simultaneous implementation.  Quantifying the precise and unique premium impact of policies 

that take effect at the same time is difficult.  Health insurers will consider the totality of the 

provisions in making decisions about coverage modifications, so that disentangling the effects of 

each provision is impossible.  This is especially so given the complex interactions among the 

policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who 

would have had a policy rescinded now maintains coverage, and also maintains coverage beyond 

a previous lifetime limit.  Under the current guaranteed renewability protections in the individual 

market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, 

he or she can potentially stay on that plan until age 26.     

This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans 

and issuers will consider the cumulative impact of these provisions when making decisions about 

whether or not to make other changes to their coverage that could affect their grandfather status.  
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It can be expected that the plans that are most affected by these provisions in terms of potential 

premium impact will likely be the most aggressive in taking steps to maintain grandfather status, 

although, as described in that regulatory impact analysis, other factors affect plans’ decisions as 

well.  It is unlikely that plans will make this calculation multiple times for the multiple 

provisions that will take effect at the same time.   

Lastly, estimating these effects cumulatively compounds the errors of highly uncertain 

estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives 

created by these interim final regulations.  Data are also limited in many areas, including: the 

prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; 

prevalence and characteristics of rescissions; and take-up rates under different insurance 

scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” 

experiences and “average” plans.  Variability around the average increases substantially when 

multiple provisions are considered, since the number of provisions that affect each plan will 

differ (for example, a plan may already offer coverage without preexisting condition exclusions 

and bar rescissions, meaning they will not be affected by those provisions, but may have a 

lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans 

also have different characteristics of enrollees, for example in terms of age or health status, 

meaning that provisions such as eliminating lifetime limits could affect them differently.  It is 

especially important to note the variation in insurance market reforms across States.  Only a few 

States have community rating, where costs get distributed across the entire insured pool.  

Fractions of the cost will get distributed across the pool and to individual enrollees in other 

States depending on the degree of rating restrictions, if any exist. Uncertainty compounds as 

ranges and errors and assumptions are summed across provisions.  
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D. Regulatory Flexibility Act--Department of Labor and Department of Health and Human  
 Services 
 

The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain 

requirements with respect to Federal rules that are subject to the notice and comment 

requirements of section 553(b) of the APA (5 U.S.C. 551 et seq.) and that are likely to have a 

significant economic impact on a substantial number of small entities.  Section 9833 of the Code, 

section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries to promulgate 

any interim final rules that they determine are appropriate to carry out the provisions of chapter 

100 of the Code, part 7 of subtitle B or title I of ERISA, and part A of title XXVII of the PHS 

Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections 

into ERISA section 715 and Code section 9815. 

Moreover, under Section 553(b) of the APA, a general notice of proposed rulemaking is 

not required when an agency, for good cause, finds that notice and public comment thereon are 

impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are 

exempt from APA, because the Departments made a good cause finding that a general notice of 

proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not 

apply and the Departments are not required to either certify that the rule would not have a 

significant economic impact on a substantial number of small entities or conduct a regulatory 

flexibility analysis.  

Nevertheless, the Departments carefully considered the likely impact of the rule on small 

entities in connection with their assessment under Executive Order 12866.  Consistent with the 

policy of the RFA, the Departments encourage the public to submit comments that suggest 

alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the 

impact on small entities. 
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E.  Special Analyses—Department of the Treasury 

Notwithstanding the determinations of the Department of Labor and Department of 

Health and Human Services, for purposes of the Department of the Treasury, it has been 

determined that this Treasury decision is not a significant regulatory action for purposes of 

Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been 

determined that section 553(b) of the APA (5 U.S.C. chapter 5) does not apply to these interim 

final regulations.  For the applicability of the RFA, refer to the Special Analyses section in the 

preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this 

issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary 

regulations have been submitted to the Chief Counsel for Advocacy of the Small Business 

Administration for comment on their impact on small businesses. 

F. Paperwork Reduction Act 

1.  Department of Labor and Department of Treasury  

As further discussed below, these interim final regulations contain enrollment 

opportunity, rescission notice, and patient protection disclosure requirements that are information 

collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 

3506(c)(2)(A)).  Each of these requirements is discussed in detail below. 

Currently, the Departments are soliciting 60 days of public comments concerning these 

disclosures.  The Departments have submitted a copy of these interim final regulations to OMB 

in accordance with 44 U.S.C. 3507(d) for review of the information collections. The 

Departments and OMB are particularly interested in comments that: 

 Evaluate whether the collection of information is necessary for the proper performance of 

the functions of the agency, including whether the information will have practical utility; 
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 Evaluate the accuracy of the agency's estimate of the burden of the collection of 

information, including the validity of the methodology and assumptions used; 

 Enhance the quality, utility, and clarity of the information to be collected; and  

 Minimize the burden of the collection of information on those who are to respond, 

including through the use of appropriate automated, electronic, mechanical, or other 

technological collection techniques or other forms of information technology, for 

example, by permitting electronic submission of responses. 

    Comments should be sent to the Office of Information and Regulatory Affairs, 

Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 

395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by 

contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. 

Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, 

NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  

These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are 

available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain). 

a.  ICR Regarding Affordable Care Act Enrollment Opportunity Notice Relating to 
Lifetime Limits 

    
As discussed earlier in this preamble these interim final regulations require a plan or 

issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the 

dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to 

enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an 

open enrollment period and regardless of when any open enrollment period might otherwise 

occur.  This enrollment opportunity must be presented not later than the first day of the first plan 

year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which 
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is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first 

day of the first plan year (in the individual market, policy year) beginning on or after September 

23, 2010.118 The Affordable Care Act dependent coverage enrollment notice is an ICR subject to 

the PRA.   

The Departments estimate that approximately 29,000 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

The estimate is based on the following methodology.   The Departments estimate that of the 

approximately 139.6 million individuals in ERISA-covered plans,119 63 percent of such 

individuals are covered by plans with lifetime limits.120   

 While limited data are available regarding lifetime limits, the Departments estimated that 

the average lifetime limit across all markets is about $4.7 million,121 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Departments are unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Departments estimate that about 0.033 percent of individuals incur more than $1 million in 

medical spending in a year.122  If these individuals incurred this amount every year, 29,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

                                                 
118 The interim final regulations require any individual enrolling in group health plan coverage pursuant to this 
enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the 
individual must be offered all the benefit packages available to similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to 
pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit 
119 The Departments’ estimate is based on the 2009 March Current Population Survey (CPS). 
120 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
121 The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
122 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
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There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals would have to average $1 million in medical expenses per year to exceed the 

$4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for 

employees who work for employers with multiple health insurance coverage options, switches to 

a different health insurance plan.   

 The interim final regulations require plans or insurers to notify individuals whose 

coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 

now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all 

plans and policies (including self-insured plans that are administered by insurers) will be 

prepared by the estimated 630 health insurers operating in the United States.123  On average, the 

Departments expect that one-half hour of a legal professional’s time, valued as $119, will be 

required to draft this notice, resulting in an hour burden of approximately 160 hours with an 

equivalent cost of $19,000. 

 The Departments assume that insurers track information regarding individuals that have 

lost coverage due to reaching a lifetime limit (including contact information in their 

administrative records).  Based on the foregoing, the Departments estimate that, on average, five 

minutes of a clerical staff member’s time, valued at $26 per hour will be required to incorporate 

the specific information into the notice and mail the estimated 29,000 notices.  This results in an 

estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  

                                                 
123 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service 
providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in 
the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 
financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the 
Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the 
notices is calculated using half the number of insurers (315). 
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Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an 

equivalent cost of $82,000. 

The associated cost burden of the rule results from material and mailing costs that are 

required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will 

be one-page in length, material and print costs will be five cents per page, and postage will be 44 

cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of 

approximately $14,000 to distribute the notices.   

Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

Title:  Notice of Special Enrollment Opportunity under the Patient Protection and 

Affordable Care Act Relating to Lifetime Limits. 

OMB Number: 1210–0143; 1545–2179. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

Total Respondents: 315. 

Total Responses: 29,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security 

Administration); 1,300 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security 

Administration); $7,000 (Internal Revenue Service). 

b. ICR Regarding Affordable Care Act Notice Relating to Rescission 
  

Obtained by Judicial Watch July 11, 2011 through FOIA 



 106

As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations provide rules regarding rescissions for group health plans and health insurance 

issuers that offer group or individual health insurance coverage.  A plan or issuer must not 

rescind coverage under the plan, policy, certificate, or contract of insurance except in the case of  

fraud or intentional misrepresentation of a material fact.  These interim final regulations provide 

that a group health plan or a health insurance issuer offering group health insurance coverage 

must provide at least 30 calendar days advance notice to an individual before coverage may be 

rescinded. 

The Departments assume that rescissions are rare in the group market and that small 

group health plans are affected by rescissions. The Departments are not aware of a data source 

on the number of group plans whose policy is rescinded; therefore, the Departments assume that 

100 group health plan policies are rescinded in a year.  The Departments estimate that there is an 

average of 16 participants in small, insured plans.124  Based on these numbers the Departments 

estimate that approximately 100 policies are rescinded during a year, which would result in 1,600 

notices being sent to affected participants. The Departments estimate that 15 minutes of legal 

profession time at $119 per hour would be required by the insurers of the 100 plans to prepare 

the notice and one minute per notice of clerical professional time at $26 per hour would be 

required to distribute the notice. This results in an hour burden of approximately 50 hours with 

an equivalent cost of approximately $3,700. The Departments estimate that the cost burden 

associated with distributing the notices will be approximately $800.125   

These paperwork burden estimates are summarized as follows: 

                                                 
124 U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
125 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 1210–0141; 1545–2180. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

Total Respondents: 100. 

Total Responses: 1,600. 

Frequency of Response: Occasionally. 

Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security 

Administration); 25 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $400 (Employee Benefits Security 

Administration); $400 (Internal Revenue Service). 

c. ICR Regarding Affordable Care Act Patient Protection Disclosure Requirement 
 
 As discussed earlier in this preamble, PHS Act section 2719A imposes, with respect to a 

group health plan, or group or individual health insurance coverage, a set of three requirements 

relating to the choice of a health care professionals  When applicable, it is important that 

individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a 

primary care provider or a pediatrician when a plan or issuer requires participants or subscribers 

to designate a primary care physician; or (2) obtain obstetrical or gynecological care without 

prior authorization.  Accordingly, these interim final regulations require such plans and issuers to 

provide a notice to participants (in the individual market, primary subscriber) of these rights 
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when applicable.  Model language is provided in these interim final regulations.  The notice must 

be provided whenever the plan or issuer provides a participant with a summary plan description 

or other similar description of benefits under the plan or health insurance coverage, or in the 

individual market, provides a primary subscriber with a policy, certificate, or contract of health 

insurance.  The Affordable Care Act patient protection disclosure requirement is an ICR subject 

to the PRA.  

  In order to satisfy these interim final regulations’ patient protection disclosure 

requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an 

estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary 

care physician and for obstetrical or gynecological visits.126  The following estimates are based 

on the assumption that 22 percent of group health plans will not have grandfathered health plan 

status in 2011.  Because the interim final regulations provide model language for this purpose, 

the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will 

be required to incorporate the required language into the plan document and ten minutes of an 

human resource professional’s time (with a labor rate of $89.12/hour) will be required to review 

the modified language. 127 Therefore, the Departments estimate that plans will incur a one-time 

hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure 

requirement in the first year. 

                                                 
126 The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical 
Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from 
the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim 
Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health 
Plan under the Patient Protection and Affordable Care Act that were issued on June 17, 2010 (75 FR 34538). 
127 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of 
Labor Statistics). 
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The Departments assume that only printing and material costs are associated with the 

disclosure requirement, because the interim final regulations provide model language that can be 

incorporated into existing plan documents, such as an SPD.  The Departments estimate that the 

notice will require one-half of a page, five cents per page printing and material cost will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).   

Plans that relinquish their grandfather status in subsequent years also will become subject 

to this notice requirement and incur a cost to prepare and distribute the notice in the year they 

relinquish their grandfather status.  The Departments estimate a total hour burden of 62,000 

hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfather status in 2012 or 

2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013.  

 The Departments note that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows:  

 Type of Review: New Collection 

 Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of Treasury. 

 Title: Disclosure Requirement for Patient Protections under the Affordable Care Act. 

 OMB Number: 1210-0142; 1545-2181. 

 Affected Public: Business or other for-profit; not-for-profit institutions. 

 Total Respondents 262,000 (three year average). 

 Total Responses: 6,186,000 (three year average). 
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       Frequency of Response:  One time 

       Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security 

Administration); 33,000 (Internal Revenue Service). 

      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security 

Administration); $48,000 (Internal Revenue Service). 

2.  Department of Health and Human Services 

As discussed above in the Department of Labor and Department of the Treasury PRA 

section, these interim final regulations contain an enrollment opportunity notice, rescissions 

notice, and patient protection disclosures requirement for issuers. These requirements are 

information collection requirements under the Paperwork Reduction Act. Each of these 

requirements is discussed in detail below. 

 a. ICR Regarding Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime 
Limits 

   
PHS Act section 2711 and these interim final regulations requires health insurance issuers 

offering individual health insurance coverage to provide an individual whose coverage ended due 

to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll 

(including notice of an opportunity to enroll) that continues for at least 30 days, regardless of 

whether the plan or coverage offers an open enrollment period and regardless of when any open 

enrollment period might otherwise occur.  This enrollment opportunity must be presented not 

later than the first day of the first plan year (or, in the individual market, policy year) beginning 

on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  
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Coverage must begin not later than the first day of the first plan year (or policy year in the 

individual market) beginning on or after September 23, 2010.128  

The Department estimates that approximately 13,182 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

The estimate is based on the following methodology.   The Department estimates that of the 

approximately 16.5 million individuals129 covered by family policies in the individual market, 89 

percent of such individuals have a policy with a lifetime limit.130  The Department also estimates 

that out of the approximately 40.1 million individuals covered by public, non-Federal employer 

group health plans sponsored by State and local governments,131 63 percent of such individuals 

are covered by plans with lifetime limits.132   

 While limited data are available regarding lifetime limits, the Department estimated that 

the average lifetime limit across all markets is about $4.7 million,133 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Department is unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Department estimates that about 0.033 percent of individuals incur more than $1 million in 

                                                 
128 The interim final regulations require any individual enrolling in group health plan coverage pursuant to this 
enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the 
individual must be offered all the benefit packages available to similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to 
pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit 
129 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
130 The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, 
Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17. 
131 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
132 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
133 The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 112

medical spending in a year.134  If these individuals incurred this amount every year, 13,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals who incur $1 million of medical expenses in a year would need to sustain this 

level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime 

limit is reset if he switches employers or, for employees who work for employers with multiple 

health insurance coverage options, switches to a different health insurance plan.   

 These interim final regulations require plans or insurers to notify individuals whose 

coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 

now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all 

plans and policies (including self-insured plans that are administered by insurers) will be 

prepared by the estimated 630 health insurers operating in the United States.135  On average, the 

Department expects that one-half hour of a legal professional’s time, valued as $119, will be 

required to draft this notice, resulting in an hour burden of approximately 200 hours with an 

equivalent cost of $19,000. 

 The Department assumes that plans and insurers track information regarding individuals 

that have lost coverage due to reaching a lifetime limit (including contact information) in their 

administrative records.  Based on the foregoing, the Department estimates that, on average, five 

minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to 

incorporate the specific information into the notice and mail the estimated 13,000 notices.  This 

                                                 
134 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
135 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service 
providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in 
the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 
financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments 
of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated 
using half the number of insurers (315). 
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results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of 

$29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an 

equivalent cost of $48,000. 

The associated cost burden of the rule results from material and mailing cost to distribute 

the estimated 13,000 notices.  The Department estimates that the notice will be one-page in 

length, material and print costs will be five cents per page, and postage will be 44 cents per 

notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of 

approximately $6,500 to distribute the notices.   

Type of Review: New collection. 

Agency: Department of Health and Human Services. 

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice 

Relating to Lifetime Limits 

OMB Number: 0938–1094. 

Affected Public: Business; State, Local, or Tribal Governments. 

Respondents: 630. 

Responses: 13,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours: 1,300 hours. 

 Estimated Total Annual Burden Cost: $6,500. 

  b. ICR Regarding Affordable Care Act Notice Relating to Rescission 
 
  As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations prohibit group health plans and health insurance issuers that offer group or individual 

health insurance coverage generally from rescinding coverage under the plan, policy, certificate, 
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or contract of insurance from the individual covered under the plan or coverage unless the 

individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or 

omission that constitutes fraud, or unless the individual makes an intentional misrepresentation 

of material fact, as prohibited by the terms of the plan or coverage.  These interim final 

regulations provide that a group health plan or a health insurance issuer offering group health 

insurance coverage must provide at least 30 days advance notice to an individual before coverage 

may be rescinded. 

This analysis assumes that rescissions only occur in the individual health insurance 

market, because rescissions in the group market are rare. The Department estimates that there are 

approximately 7.1 million individual policy holders in the individual market during a year.  A 

report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 

time period.136  Based on these numbers, the Department estimates that approximately 10,700 

policies are rescinded during a year, which would result in 10,700 notices being sent to affected 

policyholders. The Department estimates that 15 minutes of legal profession time at $119 per 

hour would be required by the estimated 490 insurers in the individual market to prepare the 

notice and one minute per notice of clerical professional time at $26 per hour would be required 

to distribute the notice. This results in an hour burden of approximately 300 hours with an 

equivalent cost of approximately $19,200. The Department estimates that the cost burden 

associated with distributing the notices will be approximately $5,200.137   

These paperwork burden estimates are summarized as follows: 

Type of Review: New collection. 

                                                 
136 NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. 
http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf 
137 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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Agency: Department of Health and Human Services. 

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 0938–1094. 

Affected Public: For Profit Business. 

Respondents: 490 

Responses: 10,700. 

Frequency of Response: Occasionally. 

Estimated Total Annual Burden Hours: 300 hours. 

 Estimated Total Annual Burden Cost: $5,200. 

c.   ICR Relating to Affordable Care Act Patient Protections Disclosure Requirement 
 
 As discussed above in the Department of Labor and Department of Treasury PRA 

section, these interim final regulations contains a disclosure requirement for non-grandfathered 

health plans or policies requiring the designation of a primary care physician or usually requiring 

a referral from a primary care physician before receiving care from a specialist.  These 

requirements are information collection requirements under the PRA. 

In order to satisfy the interim final regulations’ patient protection disclosure requirement, 

the Department estimates that 14,000 State and local governmental plans will need to notify 

approximately 2.6 million policy holders of their plans’ policy in regards to designating a 

primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers 

providing coverage in the individual market will need to notify an estimated 55,000 policy 

holders of their policy in regards to designating a primary care physician and for obstetrical or 
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gynecological visits. These estimates are based on the assumption that 22 percent of group plans 

and 40 percent of individual policies will not have grandfathered health plan status in 2011.138 

 Because the interim final regulations provide model language for this purpose, the 

Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be 

required to incorporate the required language into the plan document and ten minutes of a human 

resource professional’s time (with a labor rate of $89.12/hour) will be required to review the 

modified language. 139  Therefore, the Department estimates that plans and insurers will incur a 

one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure 

requirement. 

 The Department assumes that only printing and material costs are associated with the 

disclosure requirement, because the interim final regulations provide model language that can be 

incorporated into existing plan documents, such as an SPD.  The Department estimates that the 

notice will require one-half of a page, five cents per page printing and material cost will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62).  

Plans that relinquish their grandfather status in subsequent years will also become subject 

to this notice requirement and incur a cost to prepare and distribute the notice in the year they 

relinquish their grandfather status.  Policy holders of non-grandfathered policies in the individual 

                                                 
138 The Department’s estimate of the number of State and local governmental health plans was obtained from the 
2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained 
from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final 
Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan 
under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 FR 34538 (June 17, 
2010).  
139 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of 
Labor Statistics). 
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market will also have to receive this notice.  The Department estimates a total hour burden of 

2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfather status in such 

years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 

2013.     

 The Department notes that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows: 

 Type of Review: New collection. 

 Agency: Department of Health and Human Services. 

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act. 

 OMB Number: 0938–1094. 

 Affected Public: Business; State, Local, or Tribal Governments. 

 Respondents: 10,600. 

 Responses: 2,067,000. 

 Frequency of Response: One-time. 

 Estimated Total Annual Burden Hours: 2,700 hours. 

 Estimated Total Annual Burden Cost: $32,000. 

 If you comment on any of these information collection requirements, please do either of 

the following:   

 1.  Submit your comments electronically as specified in the ADDRESSES section of this 

proposed rule; or  
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 2. Submit your comments to the Office of Information and Regulatory Affairs, Office of 

Management and Budget, 

 Attention:  CMS Desk Officer, OCIIO-9994--IIFFCC  

 Fax:  (202) 395-6974; or  

 Email:  OIRA_submission@omb.eop.gov 

G.  Congressional Review Act 

These interim final regulations are subject to the Congressional Review Act provisions of 

the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and 

have been transmitted to Congress and the Comptroller General for review.  

H.  Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to 

prepare several analytic statements before proposing any rules that may result in annual 

expenditures of $100 million (as adjusted for inflation) by State, local and tribal governments or 

the private sector. These interim final regulations are not subject to the Unfunded Mandates 

Reform Act because they are being issued as interim final regulations.  However, consistent with 

the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to 

be the least burdensome alternative for State, local and tribal governments, and the private 

sector, while achieving the objectives of the Affordable Care Act. 

I.  Federalism Statement--Department of Labor and Department of Health and Human Services 

Executive Order 13132 outlines fundamental principles of federalism, and requires the 

adherence to specific criteria by Federal agencies in the process of their formulation and  

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship 

between the national government and States, or on the distribution of power and responsibilities 
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among the various levels of government. Federal agencies promulgating regulations that have 

these federalism implications must consult with State and local officials, and describe the extent 

of their consultation and the nature of the concerns of State and local officials in the preamble to 

the regulation. 

In the Departments’ view, these interim final regulations have federalism implications, 

because they have direct effects on the States, the relationship between the national government 

and States, or on the distribution of power and responsibilities among various levels of 

government. However, in the Departments’ view, the federalism implications of these interim 

final regulations are substantially mitigated because, with respect to health insurance issuers, the 

Departments expect that the majority of States will enact laws or take other appropriate action 

resulting in their meeting or exceeding the Federal standards.  

In general, through section 514, ERISA supersedes State laws to the extent that they  

relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, 

banking, or securities. While ERISA prohibits States from regulating a plan 

as an insurance or investment company or bank, the preemption provisions of section 731 of 

ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 

146.143(a)) apply so that the HIPAA requirements (including those of the Affordable Care Act) 

are not to be ‘‘construed to supersede any provision of State law which establishes, implements, 

or continues in effect any standard or requirement solely relating to health insurance issuers in  

connection with group health insurance coverage except to the extent that such standard or 

requirement prevents the application of a requirement’’ of a Federal standard. The conference 

report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of 

State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & 
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Admin. News 2018.)  States may continue to apply State law requirements except to the extent 

that such requirements prevent the application of the Affordable Care Act requirements that are 

the subject of this rulemaking. State insurance laws that are more stringent than the Federal 

requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be 

preempted. Accordingly, States have significant latitude to impose requirements on health 

insurance issuers that are more restrictive than the Federal law.  

In compliance with the requirement of Executive Order 13132 that agencies examine 

closely any policies that may have federalism implications or limit the policy making discretion 

of the States, the Departments have engaged in efforts to consult with and work cooperatively 

with affected State and local officials, including attending conferences of the National 

Association of Insurance Commissioners and consulting with State insurance officials on an 

individual basis. It is expected that the Departments will act in a similar fashion in enforcing the 

Affordable Care Act requirements.  Throughout the process of developing these interim final 

regulations, to the extent feasible within the specific preemption provisions of HIPAA as it 

applies to the Affordable Care Act, the Departments have attempted to balance the States’ 

interests in regulating health insurance issuers, and Congress’ intent to provide uniform 

minimum protections to consumers in every State. By doing so, it is the Departments’ view that 

they have complied with the requirements of Executive Order 13132.  

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by 

the signatures affixed to these interim final regulations, the Departments certify that the 

Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services 

have complied with the requirements of Executive Order 13132 for the attached regulations in a 

meaningful and timely manner. 
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V.  Statutory Authority 

The Department of the Treasury temporary regulations are adopted pursuant to the 

authority contained in sections 7805 and 9833 of the Code. 

 The Department of Labor interim final regulations are adopted pursuant to the authority 

contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 

1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), 

Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 

3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-

152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

 The Department of Health and Human Services interim final regulations are adopted 

pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS 

Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended. 

List of Subjects 

26 CFR Part 54 

Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping 

requirements. 

26 CFR Part 602 

Reporting and recordkeeping requirements. 

29 CFR Part 2590 

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health 

care, Health insurance, Medical child support, Reporting and recordkeeping requirements. 

45 CFR Parts 144, 146, and 147 
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Health care, Health insurance, Reporting and recordkeeping requirements, and State 

regulation of health insurance. 
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Deputy Commissioner for Services and Enforcement, 
Internal Revenue Service. 
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 Michael F. Mundaca 
 Assistant Secretary of the Treasury (Tax Policy).  
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Chapter 1 

 Accordingly, 26 CFR Parts 54 and 602 are amended as follows: 

PART 54--PENSION EXCISE TAXES 

Paragraph 1.  The authority citation for part 54 is amended by adding entries for 

§§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to 

read in part as follows: 

Authority: 26 U.S.C. 7805. * * * 

Section 54.9815-2704T also issued under 26 U.S.C. 9833. 
Section 54.9815-2711T also issued under 26 U.S.C. 9833.  
Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * * 
Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * * 
 

 Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in 

the definition of group health plan and by revising the definition of preexisting condition 

exclusion.  The revised definitions read as follows: 

§54.9801-2 Definitions.   

* * * * * 

 Group health plan or plan means a group health plan within the meaning of §54.9831-

1(a). 

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 
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individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§54.9801-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of §54.9801-2. 

* * * * * 

Par. 4. Section 54.9815-2704T is added to read as follows: 

§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).   

(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in §54.9801-2).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see 

§54.9801-3(a)(1)(ii)): 
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Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  
 
 (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition. 

 
(b) Effective/applicability date--(1) General applicability date. Except as provided in 

paragraph (b)(2) of this section, the rules of this section apply for plan years beginning on or 

after January 1, 2014.   

(2) Early applicability date for children.  The rules of this section apply with respect to 

enrollees, including applicants for enrollment, who are under 19 years of age for plan years 

beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the 

application of this section to grandfathered health plans (providing that a grandfathered health 

plan that is a group health plan or group health insurance coverage must comply with the 

prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
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a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 

 
(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 5. Section 54.9815-2711T is added to read as follows: 

§54.9815-2711T No lifetime or annual limits (temporary). 

(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a 

group health plan, or a health insurance issuer offering group health insurance coverage, may not 

establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual. 

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph 

(a)(2)(i) of this section. 

 (b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 
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otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 

benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits. 

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

(d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 
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paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits. 

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 

program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual-- 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section. 

(2) Notice and enrollment opportunity requirements--(i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 
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benefits) under the group health plan -- or group health insurance coverage -- described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 

individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010. 

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, 

if the individual would not be a participant once enrolled in the plan, the participant through 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 133

whom the individual is otherwise eligible for coverage under the plan) must be offered all the 

benefit packages available to similarly situated individuals who did not lose coverage by reason 

of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in 

benefits or cost-sharing requirements constitutes a different benefit package.  The individual also 

cannot be required to pay more for coverage than similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at 
least 30 days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 
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(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 
D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   

 
Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §54.9815-
1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   
 

 (f)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the prohibitions on lifetime and 

annual limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits).  

(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 6. Section 54.9815-2712T is added to read as follows: 

§54.9815-2712T Rules regarding rescissions (temporary). 
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(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 

fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  As another example, a 

cancellation that voids benefits paid up to a year before the cancellation is also a rescission for 

this purpose.  A cancellation or discontinuance of coverage is not a rescission if-- 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 
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 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the rules regarding rescissions and 

advance notice apply to all grandfathered health plans).   

(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 7. Section 54.9815-2719AT is added to read as follows: 
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§54.9815-2719AT Patient protections (temporary). 

(a) Choice of health care professional--(1) Designation of primary care provider--(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 

this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health 

plan, or a health insurance issuer offering group health insurance coverage, requires or provides 

for the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 
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by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct 

access.  A group health plan, or a health insurance issuer offering group health insurance 

coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or 

referral by the plan, issuer, or any person (including a primary care provider) in the case of a 

female participant or beneficiary who seeks coverage for obstetrical or gynecological care 

provided by a participating health care professional who specializes in obstetrics or gynecology.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 
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by informing each participant that the plan may not require authorization or referral for 

obstetrical or gynecological care by a participating health care professional who specializes in 

obstetrics or gynecology.  The plan or issuer may require such a professional to agree to 

otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures 

regarding referrals and obtaining prior authorization and providing services pursuant to a 

treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a 

health care professional who specializes in obstetrics or gynecology is any individual (including 

a person other than a physician) who is authorized under applicable State law to provide 

obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan, or a health insurance issuer offering 

group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer-- 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to-- 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 
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 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
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 (4) Notice of right to designate a primary care provider--(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights-- 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
 [Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
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(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner--  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 
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(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 
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participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 
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(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 

(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
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plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip-code-by-zip-code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 
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(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 
respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition-- 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 
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 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that these rules regarding patient 

protections do not apply to grandfathered health plans).  

(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 8. The authority citation for part 602 continues to read in part as follows: 

Authority:  26 U.S.C. 7805 * * * 

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to 

the table to read as follows: 

§602.101 OMB Control numbers. 

*   *   *   *   * 

(b) * * * 

________________________________________________________________________ 
CFR part or section where                                                                      Current OMB 
identified and described                                                                              control No.       
________________________________________________________________________ 
 
* * * * * * * 
 
54.9815-2711T.................................................................................................1545-2179 
54.9815-2712T.................................................................................................1545-2180 
54.9815-2719AT...............................................................................................1545-2181 
 
* * * * * * * 
________________________________________________________________________ 
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DEPARTMENT OF LABOR 

Employee Benefits Security Administration 

29 CFR Chapter XXV 

29 CFR Part 2590 is amended as follows: 

PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS 

1. The authority citation for Part 2590 continues to read as follows: 

Authority:  

29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 

1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 

105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 

1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 

Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

Subpart B—Other Requirements 

 2.  Section 2590.701-2 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 2590.701-2 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 
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includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§ 2590.701-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part. 

* * * * * 

4. Section 2590.715-2704 is added to subpart C to read as follows: 

§ 2590.715-2704 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in § 2590.701-2 of this Part).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

2590.701-3(a)(1)(ii) of this Part): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 
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(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 

1, 2014.   

(2) Early applicability date for children.  The rules of this section apply with respect to 

enrollees, including applicants for enrollment, who are under 19 years of age for plan years 

beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for 

determining the application of this section to grandfathered health plans (providing that a 

grandfathered health plan that is a group health plan or group health insurance coverage must 

comply with the prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 
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(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 
plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
5. Section 2590.715-2711 is added to subpart C to read as follows: 

§2590.715-2711 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group health insurance coverage, may 

not establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 

otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 153

benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 
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program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group health insurance coverage – described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 
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individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the 

individual (and, if the individual would not be a participant once enrolled in the plan, the 

participant through whom the individual is otherwise eligible for coverage under the plan) must 

be offered all the benefit packages available to similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this 

purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit 
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package.  The individual also cannot be required to pay more for coverage than similarly situated 

individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value 

of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at 
least 30 days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   
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Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 
beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §2590.715-
1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   

 
(f) Applicability date.  The provisions of this section apply for plan years beginning on or 

after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of 

this section to grandfathered health plans (providing that the prohibitions on lifetime and annual 

limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits). 

6. Section 2590.715-2712 is added to subpart C to read as follows: 

§ 2590.715-2712 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 
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fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.)    

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  As another example, a 

cancellation that voids benefits paid up to a year before the cancellation is also a rescission for 

this purpose.  A cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
    

Obtained by Judicial Watch July 11, 2011 through FOIA 



 159

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that the rules regarding 

rescissions and advance notice apply to all grandfathered health plans). 

7. Section 2590.715-2719A is added to subpart C to read as follows: 

§ 2590.715-2719A Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 
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this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan, or a health insurance issuer offering group health insurance coverage, requires or provides 

for the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 

by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 
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Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan, or a health insurance issuer offering group health insurance 

coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or 

referral by the plan, issuer, or any person (including a primary care provider) in the case of a 

female participant or beneficiary who seeks coverage for obstetrical or gynecological care 

provided by a participating health care professional who specializes in obstetrics or gynecology.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 

by informing each participant that the plan may not require authorization or referral for 

obstetrical or gynecological care by a participating health care professional who specializes in 

obstetrics or gynecology.  The plan or issuer may require such a professional to agree to 

otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures 

regarding referrals and obtaining prior authorization and providing services pursuant to a 

treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a 

health care professional who specializes in obstetrics or gynecology is any individual (including 
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a person other than a physician) who is authorized under applicable State law to provide 

obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan, or a health insurance issuer offering 

group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer— 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
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physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  

Obtained by Judicial Watch July 11, 2011 through FOIA 



 164

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
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specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
 
(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  
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(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 
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(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network).  

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 
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(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

 
Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 

individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 
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Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another 
provider to its network, who has agreed to accept $150 for the emergency service. 

 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 
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pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that these rules regarding 

patient protections do not apply to grandfathered health plans). 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Office of Consumer Information and Insurance Oversight 

45 CFR Subtitle A 

For the reasons stated in the preamble, the Department of Health and Human Services amends 45 

CFR Subtitle A as follows: 

PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE 

1.  The authority citation for part 144 continues to read as follows: 

 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 

42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92. 

2.  Section  144.103 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 144.103 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 
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group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

Subpart B—Requirements Relating to Access and Renewability of Coverage, and 

Limitations on Preexisting Condition Exclusion Periods 

3.  Section 146.111(a)(1)(i) is revised to read as follows: 

§ 146.111 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 144.103 of this Part. 

* * * * * 

PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP 

AND INDIVIDUAL HEALTH INSURANCE MARKETS 

 4.  The authority citation for part 147 continues to read as follows:  

 Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 

USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended. 

5.  Add §147.108 to part 147 to read as follows: 

§ 147.108 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, may not impose any 

preexisting condition exclusion (as defined in § 144.103).   
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 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

146.111(a)(1)(ii)): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a 
preexisting condition exclusion because a denial of an application for coverage based on the fact 
that a condition was present before the date of denial is an exclusion of benefits based on a 
preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the rules of this section apply for plan years beginning on or after January 

1, 2014; in the case of individual health insurance coverage, for policy years beginning, or 

applications denied, on or after January 1, 2014.   

(2) Early applicability date for children.  The rules of this section apply with respect to 

enrollees, including applicants for enrollment, who are under 19 years of age for plan years 

beginning on or after September 23, 2010; in the case of individual health insurance coverage, 

for policy years beginning, or applications denied, on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for 

determining the application of this section to grandfathered health plans (providing that a 

grandfathered health plan that is a group health plan or group health insurance coverage must 
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comply with the prohibition against preexisting condition exclusions; however, a grandfathered 

health plan that is individual health insurance coverage is not required to comply with PHS Act 

section 2704). 

(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples: 

Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-
year-old child in the group health plan maintained by F’s employer, with a first day of coverage 
of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more 
than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child 
was treated for asthma within the six-month period prior to the enrollment date and the plan 
imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year 
begins on January 1, 2011. 

 
(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the 

individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the 
application for coverage on March 1, 2011 because G’s 13-year-old child has autism. 

 
(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of 

family coverage in the individual market is a preexisting condition exclusion because the denial 
was based on the child’s autism, which was present before the date of denial of coverage.  
Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the 
applicability date of this section, the issuer is prohibited from imposing a preexisting condition 
exclusion with respect to G’s 13-year-old child. 

6.  Add §147.126 to part 147 to read as follows: 

§147.126 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group or individual health insurance 

coverage, may not establish any lifetime limit on the dollar amount of benefits for any 

individual. 
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(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group or individual 

health insurance coverage, may not establish any annual limit on the dollar amount of benefits 

for any individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group or 

individual health insurance coverage, from placing annual or lifetime dollar limits with respect to 

any individual on specific covered benefits that are not essential health benefits to the extent that 

such limits are otherwise permitted under applicable Federal or State law.  (The scope of 

essential health benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, from 

excluding all benefits for a condition.  However, if any benefits are provided for a condition, 

then the requirements of this section apply.  Other requirements of Federal or State law may 

require coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group 
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health plan, or a health insurance issuer offering group or individual health insurance coverage, 

may establish, for any individual, an annual limit on the dollar amount of benefits that are 

essential health benefits, provided the limit is no less than the amounts in the following schedule: 

(i) For a plan year (in the individual market, policy year) beginning on or after September 

23, 2010 but before September 23, 2011, $750,000. 

(ii) For a plan year (in the individual market, policy year) beginning on or after 

September 23, 2011 but before September 23, 2012, $1,250,000. 

(iii) For plan years (in the individual market, policy years) beginning on or after 

September 23, 2012 but before January 1, 2014, $2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy 

years) beginning before January 1, 2014, the Secretary  may establish a program under which the 

requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such 

period as is specified by the Secretary) for a group health plan or health insurance coverage that 

has an annual dollar limit on benefits below the restricted annual limits provided under paragraph 

(d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a 

significant decrease in access to benefits under the plan or health insurance coverage or would 

significantly increase premiums for the plan or health insurance coverage.   
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(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group or individual health 

insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits 

for any individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group or 

individual health insurance coverage on the first day of the first plan year (in the individual 

market, policy year) beginning on or after September 23, 2010 by reason of the application of 

this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group or individual health insurance coverage – 

described in paragraph (e)(1) of this section, the plan and the issuer are required to give the 

individual written notice that the lifetime limit on the dollar value of all benefits no longer 

applies and that the individual, if covered, is once again eligible for benefits under the plan.  

Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an 

enrolled individual is eligible for but not enrolled in any benefit package under the plan or health 

insurance coverage, then the plan and issuer must also give such an individual an opportunity to 

enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  

The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided 
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beginning not later than the first day of the first plan year (in the individual market, policy year) 

beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent (in the individual market, to the primary 

subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan 

or group health insurance coverage, the notices may be included with other enrollment materials 

that a plan distributes to employees, provided the statement is prominent.  For either notice, with 

respect to a group health plan or group health insurance coverage, if a notice satisfying the 

requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the 

notice with respect to that individual is satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

(in the individual market, policy year) beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if 

the individual would not be a participant once enrolled in the plan, the participant through whom 

the individual is otherwise eligible for coverage under the plan) must be offered all the benefit 

packages available to similarly situated individuals who did not lose coverage by reason of 

reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in 

benefits or cost-sharing requirements constitutes a different benefit package.  The individual also 

cannot be required to pay more for coverage than similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits. 
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(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at 
least 30 days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   

 
Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
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the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the 
group health plan will cease to be a grandfathered health plan and will be generally subject to all 
of the provisions of PHS Act sections 2701 through 2719A.   
 

Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has 
individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 
million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance 
coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  
In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage 
maintains the annual limit of $1 million dollars. 
 

(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an 
equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 
147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance 
coverage are not subject to the requirements of this section relating to annual limits, the issuer 
does not have to comply with this paragraph (e). 

 
 (f) Applicability date.  The provisions of this section apply for plan years (in 

the individual market, for policy years) beginning on or after September 23, 2010.  See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 

(providing that the prohibitions on lifetime and annual limits apply to all grandfathered health 

plans that are group health plans and group health insurance coverage, including the special rules 

regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health 

insurance coverage that is a grandfathered health plan but the rules on annual limits do not apply 

to individual health insurance coverage that is a grandfathered health plan). 

7.  Add  §147.128 to part 147 to read as follows: 
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§ 147.128 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group or individual health insurance coverage, must not rescind coverage under the 

plan, or under the policy, certificate, or contract of insurance, with respect to an individual 

(including a group to which the individual belongs or family coverage in which the individual is 

included) once the individual is covered under the plan or coverage, unless the individual (or a 

person seeking coverage on behalf of the individual) performs an act, practice, or omission that 

constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, 

as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must provide at least 30 days 

advance written notice to each participant (in the individual market, primary subscriber) who 

would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in 

the case of group coverage, whether the coverage is insured or self-insured, or whether the 

rescission applies to an entire group or only to an individual within the group.  (The rules of this 

paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  As another example, a 

cancellation that voids benefits paid up to a year before the cancellation is also a rescission for 

this purpose.  A cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  
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(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part and part 146.  The questionnaire includes the following question: “Is there anything else 
relevant to your health that we should know?”  A inadvertently fails to list that A visited a 
psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and 
seeks benefits under the plan.  On or around the same time, the issuer receives information about 
A’s visits to the psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Applicability date.  The provisions of this section apply for plan years 

(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 
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(providing that the rules regarding rescissions and advance notice apply to all grandfathered 

health plans). 

8.  Add  §147.138 to part 147 to read as follows: 

§ 147.138 Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group or individual health 

insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee 

of a participating primary care provider, then the plan or issuer must permit each participant, 

beneficiary, or enrollee to designate any participating primary care provider who is available to 

accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply 

with the rules of paragraph (a)(4) of this section by informing each participant (in the individual 

market, primary subscriber) of the terms of the plan or health insurance coverage regarding 

designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, requires 

or provides for the designation of a participating primary care provider for a child by a 
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participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or 

enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the 

child’s primary care provider if the provider participates in the network of the plan or issuer and 

is available to accept the child.  In such a case, the plan or issuer must comply with the rules of 

paragraph (a)(4) of this section by informing each participant (in the individual market, primary 

subscriber) of the terms of the plan or health insurance coverage regarding designation of a 

pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan, or a health insurance issuer offering group or individual health 
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insurance coverage, described in paragraph (a)(3)(ii) of this section may not require 

authorization or referral by the plan, issuer, or any person (including a primary care provider) in 

the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or 

gynecological care provided by a participating health care professional who specializes in 

obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of 

paragraph (a)(4) of this section by informing each participant (in the individual market, primary 

subscriber) that the plan may not require authorization or referral for obstetrical or gynecological 

care by a participating health care professional who specializes in obstetrics or gynecology.  The 

plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or 

issuer’s policies and procedures, including procedures regarding referrals and obtaining prior 

authorization and providing services pursuant to a treatment plan (if any) approved by the plan or 

issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in 

obstetrics or gynecology is any individual (including a person other than a physician) who is 

authorized under applicable State law to provide obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan, or a health insurance issuer offering 

group or individual health insurance coverage, is described in this paragraph (a)(3) if the plan or 

issuer— 
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 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant, beneficiary, or enrollee of a participating 

primary care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 
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Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee 

of a primary care provider, the plan or issuer must provide a notice informing each participant (in 

the individual market, primary subscriber) of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant, beneficiary, or enrollee can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  In the case of a group health plan or group health insurance coverage, the 

notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or 

issuer provides a participant with a summary plan description or other similar description of 

benefits under the plan or health insurance coverage.  In the case of individual health insurance 

coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever 

the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance. 
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(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants, beneficiaries, or enrollees, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant, beneficiary, or enrollee of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, provides any benefits 

with respect to services in an emergency department of a hospital, the plan or issuer must cover 

emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of 

this paragraph (b). 
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(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the 

cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the 

services were provided in-network.  However, a participant, beneficiary, or enrollee may be 

required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-

network provider charges over the amount the plan or issuer is required to pay under this 
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paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the 

requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service 

in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), 

(b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing 

requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  In determining the median described in the 

preceding sentence, the amount negotiated with each in-network provider is treated as a separate 

amount (even if the same amount is paid to more than one provider).  If there is no per-service 

amount negotiated with in-network providers (such as under a capitation or other similar 

payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is 

determined without reduction for out-of-network cost sharing that generally applies under the 

plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if 

a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-

network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total 
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(that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced 

by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced 

by the in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 

(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 
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Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 
services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   
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(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 
$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 
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 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

(in the individual market, policy years) beginning on or after September 23, 2010.    See 

§ 147.140 of this Part for determining the application of this section to grandfathered health 

plans (providing that these rules regarding patient protections do not apply to grandfathered 

health plans). 
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SUMMARY:  This document contains interim final regulations implementing the rules for 

group health plans and health insurance coverage in the group and individual markets under 

provisions of the Patient Protection and Affordable Care Act regarding preexisting condition 

exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.     

DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 

DAYS AFTER PUBLICATION IN FEDERAL REGISTER]. 

Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER 

PUBLICATION IN FEDERAL REGISTER]. 

Applicability dates: 

1.  Group health plans and group health insurance coverage. These interim final 

regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 

2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health 

insurance issuers for plan years beginning on or after September 23, 2010.  These interim final 

regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 

CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that 

in the case of individuals who are under 19 years of age, these interim final regulations under 

PHS Act section 2704 apply for plan years beginning on or after September 23, 2010. 

2.  Individual health insurance coverage. These interim final regulations, except those 

under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance 

issuers for policy years beginning on or after September 23, 2010.  These interim final 

regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health 

insurance issuers for policy years beginning on or after January 1, 2014, except that in the case 
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of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 

2704 apply for policy years beginning on or after September 23, 2010. 

ADDRESSES:  Written comments may be submitted to any of the addresses specified 

below.  Any comment that is submitted to any Department will be shared with the other 

Departments.  Please do not submit duplicates.   

All comments will be made available to the public.  WARNING: Do not include any 

personally identifiable information (such as name, address, or other contact information) or 

confidential business information that you do not want publicly disclosed.  All comments are 

posted on the Internet exactly as received, and can be retrieved by most Internet search engines. 

No deletions, modifications, or redactions will be made to the comments received, as they are 

public records.  Comments may be submitted anonymously. 

Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-

AB43, by one of the following methods: 

 ●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions 

for submitting comments. 

 ●  Email:  E-OHPSCA715.EBSA@dol.gov.   

 ●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance 

Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of 

Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43. 

Comments received by the Department of Labor will be posted without change to 

http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at 

the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 

Constitution Avenue, NW, Washington, DC 20210.   
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Department of Health and Human Services.  In commenting, please refer to file code 

OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by 

facsimile (FAX) transmission.   

You may submit comments in one of four ways (please choose only one of the ways listed): 

 1.  Electronically.  You may submit electronic comments on this regulation to 

http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab. 

2.  By regular mail.  You may mail written comments to the following address ONLY: 

Office of Consumer Information and Insurance Oversight 

Department of Health and Human Services,  

Attention: OCIIO-9994-IFC,  

P.O. Box 8016,  

Baltimore, MD 21244-1850. 

Please allow sufficient time for mailed comments to be received before the 

close of the comment period. 

 3.  By express or overnight mail.  You may send written comments to the following 

address ONLY: 

Office of Consumer Information and Insurance Oversight,  

Department of Health and Human Services,  

Attention: OCIIO-9994-IFC,  

Mail Stop C4-26-05, 

7500 Security Boulevard,   

Baltimore, MD 21244-1850. 
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4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written 

comments before the close of the comment period to either of the following addresses: 

a.  For delivery in Washington, DC-- 

Office of Consumer Information and Insurance Oversight, 

Department of Health and Human Services,  

Room 445-G, Hubert H. Humphrey Building,  

200 Independence Avenue, SW,  

Washington, DC 20201 

(Because access to the interior of the Hubert H. Humphrey Building is not readily 

available to persons without Federal government identification, commenters are encouraged to 

leave their comments in the OCIIO drop slots located in the main lobby of the building.  A 

stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and 

retaining an extra copy of the comments being filed.) 

b.  For delivery in Baltimore, MD-- 

 Centers for Medicare & Medicaid Services,  

 Department of Health and Human Services, 

 7500 Security Boulevard,  

 Baltimore, MD 21244-1850 

 If you intend to deliver your comments to the Baltimore address, please call (410) 786-

7195 in advance to schedule your arrival with one of our staff members.   

 Comments mailed to the addresses indicated as appropriate for hand or courier delivery 

may be delayed and received after the comment period. 
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 Submission of comments on paperwork requirements.  You may submit comments on 

this document’s paperwork requirements by following the instructions at the end of the 

“Collection of Information Requirements” section in this document. 

    Inspection of Public Comments:  All comments received before the close of the 

comment period are available for viewing by the public, including any personally identifiable or 

confidential business information that is included in a comment.  We post all comments received 

before the close of the comment period on the following website as soon as possible after they 

have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site 

to view public comments.   

 Comments received timely will also be available for public inspection as they are 

received, generally beginning approximately three weeks after publication of a document, at the 

headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, 

Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  

To schedule an appointment to view public comments, phone 1-800-743-3951. 

Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one 

of the following methods:  

 ●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for 

submitting comments. 

 ●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, 

P.O. Box 7604, Ben Franklin Station, Washington, DC 20044. 

 ●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 

4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 

Constitution Avenue, NW, Washington DC 20224. 
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All submissions to the IRS will be open to public inspection and copying in Room 1621, 

1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m. 

FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee 

Benefits Security Administration, Department of Labor, at (202) 693-8335; Karen Levin, 

Internal Revenue Service, Department of the Treasury, at (202) 622-6080; Jim Mayhew, Office 

of Consumer Information and Insurance Oversight, Department of Health and Human Services, 

at (410) 786-1565. 

CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information 

from the Department of Labor concerning employment-based health coverage laws may call the 

EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website 

(http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for 

consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website 

(http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on 

health reform can be found at http://www.healthreform.gov.  

SUPPLEMENTARY INFORMATION: 

I.  Background 

The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-

148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the 

Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act 

and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII 

of the Public Health Service Act (PHS Act) relating to group health plans and health insurance 

issuers in the group and individual markets.  The term “group health plan” includes both insured 
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and self-insured group health plans.1  The Affordable Care Act adds section 715(a)(1) to the 

Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal 

Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act 

into ERISA and the Code, and make them applicable to group health plans, and health insurance 

issuers providing health insurance coverage in connection with group health plans.  The PHS Act 

sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 

through 2719A are substantially new, though they incorporate some provisions of prior law.  

PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly 

minor, changes.   

Subtitles A and C of title I of the Affordable Care Act amend the requirements of title 

XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The 

preemption provisions of ERISA section 731 and PHS Act section 27242 (implemented in 29 

CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and 

title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to 

supersede any provision of State law which establishes, implements, or continues in effect any 

standard or requirement solely relating to health insurance issuers in connection with group or 

individual health insurance coverage except to the extent that such standard or requirement 

prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws 

that impose on health insurance issuers requirements that are stricter than the requirements 

imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.   

                                                 
1 The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, 
and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The 
term “health plan” does not include self-insured group health plans.  
2 Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care 
Act, there were no express preemption provisions in chapter 100 of the Code. 
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The Departments of Health and Human Services, Labor, and the Treasury (the 

Departments) are issuing regulations in several phases implementing the revised PHS Act 

sections 2701 through 2719A and related provisions of the Affordable Care Act.  The first phase 

in this series was a pair of publications consisting of a Request for Information relating to the 

medical loss ratio provisions of PHS Act section 2718 and a Request for Information relating to 

the rate review process of PHS Act 2794, both published in the Federal Register on April 14, 

2010 (75 FR 19297 and 19335).  The second phase was interim final regulations implementing 

PHS Act section 2714 (requiring coverage of adult children to age 26), published in the Federal 

Register on May 13, 2010 (75 FR 27122).  The third phase was interim final regulations 

implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered 

health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim 

final regulations are being published to implement PHS Act sections 2704 (prohibiting 

preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 

2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act 

section 2704 generally is effective for plan years (in the individual market, policy years) 

beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants 

for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years 

beginning on or after September 23, 2010 (which is six months after the March 23, 2010 date of 

enactment of the Affordable Care Act); or in the case of individual health insurance coverage, for 

policy years beginning, or applications denied, on or after September 23, 2010.3  The rest of 

these provisions generally are effective for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010.  The implementation of other provisions of PHS Act 

sections 2701 through 2719A will be addressed in future regulations.     
                                                 
3 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 
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II.  Overview of the Regulations  
 
A.   PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-

2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)     
 

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which 

amends the HIPAA4 rules relating to preexisting condition exclusions to provide that a group 

health plan and a health insurance issuer offering group or individual health insurance coverage 

may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the 

effective date of these amendments) apply only to group health plans and group health insurance 

coverage, and permit limited exclusions of coverage based on a preexisting condition under 

certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition 

exclusion from being imposed by group health plans or group health insurance coverage and 

extends this protection to individual health insurance coverage.  This prohibition generally is 

effective with respect to plan years (in the individual market, policy years) beginning on or after 

January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes 

effective for plan years (in the individual market, policy years) beginning on or after September 

23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding 

preexisting condition exclusions continue to apply.    

 HIPAA generally defines a preexisting condition exclusion5 as a limitation or exclusion 

of benefits relating to a condition based on the fact that the condition was present before the date 

of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment 

was recommended or received before that date.  Based on this definition, PHS Act section 2704, 

as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific 

                                                 
4 HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).  
5 Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments 
made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 
9801(b)(1). 
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benefits associated with a preexisting condition in the case of an enrollee, but a complete 

exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.   

 The protections in the new PHS Act section 2704 generally apply for plan years (in the 

individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care 

Act provides, however, that these protections apply with respect to enrollees under age 19 for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An 

enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In 

order for an individual seeking enrollment to receive the same protection that applies in the case 

of such an enrollee, the individual similarly could not be denied enrollment or specific benefits 

based on a preexisting condition.  Thus, for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 

19 with a preexisting condition from being denied coverage under a plan or health insurance 

coverage (through denial of enrollment or denial of specific benefits) based on the preexisting 

condition. 

 These interim final regulations do not change the HIPAA rule that an exclusion of 

benefits for a condition under a plan or policy is not a preexisting condition exclusion if the 

exclusion applies regardless of when the condition arose relative to the effective date of 

coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting 

condition exclusions, which remain in effect.6  (Other requirements of Federal or State law, 

however, may prohibit certain benefit exclusions.)   

Application to grandfathered health plans.  Under the statute and these interim final 

regulations, a grandfathered health plan that is a group health plan or group health insurance 

coverage must comply with the PHS Act section 2704 prohibition against preexisting condition 
                                                 
6 See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii). 
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exclusions; however, a grandfathered health plan that is individual health insurance coverage is 

not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 

2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan.  

B.   PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 
2590.715-2711, 45 CFR 147.126)     

 
Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim 

final regulations generally prohibit group health plans and health insurance issuers offering 

group or individual health insurance coverage from imposing lifetime or annual limits on the 

dollar value of health benefits.   

The restriction on annual limits applies differently to certain account-based plans, 

especially where other rules apply to limit the benefits available.  For example, under section 

9005 of the Affordable Care Act, salary reduction contributions for health flexible spending 

arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  

beginning with taxable years in 2013.  These interim final regulations provide that the PHS Act 

section 2711 annual limit rules do not apply to health FSAs.  The restrictions on annual limits 

also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and 

Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs 

generally are not treated as group health plans because the amounts available under the plans are 

available for both medical and non-medical expenses.7  Moreover, annual contributions to MSAs 

and HSAs are subject to specific statutory provisions that require that the contributions be 

limited.   

Health Reimbursement Arrangements (HRAs) are another type of account-based health 

plan and typically consist of a promise by an employer to reimburse medical expenses for the 

                                                 
7 Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and 
subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code. 
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year up to a certain amount, with unused amounts available to reimburse medical expenses in 

future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When 

HRAs are integrated with other coverage as part of a group health plan and the other coverage 

alone would comply with the requirements of PHS Act section 2711, the fact that benefits under 

the HRA by itself are limited does not violate PHS Act section 2711 because the combined 

benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to 

retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable 

Care Act for plans with fewer than two current employees means that the retiree-only HRA is 

generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The 

Departments request comments regarding the application of PHS Act section 2711 to stand-alone 

HRAs that are not retiree-only plans.   

The statute prohibits annual limits on the dollar value of benefits generally, but allows 

“restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) 

of the Affordable Care Act) for plan years (in the individual market, policy years) beginning 

before January 1, 2014.  Grandfathered individual market policies are exempted from this 

provision.  In addition, the statute provides that, with respect to benefits that are not essential 

health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on 

specific covered benefits.  These interim final regulations define “essential health benefits” by 

cross-reference to section 1302(b) of the Affordable Care Act8 and applicable regulations.   

Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.   

                                                 
8 Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following 
general categories and the items and services covered within the categories: ambulatory patient services; emergency 
services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including 
behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory 
services; preventive and wellness services and chronic disease management; and pediatric services, including oral 
and vision care.”  
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For plan years (in the individual market, policy years) beginning before the issuance of 

regulations defining “essential health benefits”, for purposes of enforcement, the Departments 

will take into account good faith efforts to comply with a reasonable interpretation of the term 

“essential health benefits”.  For this purpose, a plan or issuer must apply the definition of 

essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to 

a particular benefit – thus taking the position that it was not an essential health benefit – and at 

the same time treat that particular benefit as an essential health benefit for purposes of applying 

the restricted annual limit. 

These interim final regulations clarify that the prohibition under PHS Act section 2711 

does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits 

are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of 

all benefits for a condition is not considered to be an annual or lifetime dollar limit.   

The statute and these interim final regulations provide that for plan years (in the 

individual market, policy years) beginning before January 1, 2014, group health plans and health 

insurance issuers offering group or individual health insurance coverage may establish a 

restricted annual limit on the dollar value of essential health benefits.  The statute provides that 

in defining the term restricted annual limit, the Departments should ensure that access to needed 

services is made available with a minimal impact on premiums.  For a detailed discussion of the 

basis for determining restricted annual limits, see section IV.B.3 later in this preamble.   

In order to mitigate the potential for premium increases for all plans and policies, while at 

the same time ensuring access to essential health benefits, these interim final regulations adopt a 

three-year phased approach for restricted annual limits.  Under these interim final regulations, 

annual limits on the dollar value of benefits that are essential health benefits may not be less than 
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the following amounts for plan years (in the individual market, policy years) beginning before 

January 1, 2014:   

 For plan or policy years beginning on or after September 23, 2010 but before 

September 23, 2011, $750,000;  

 For plan or policy years beginning on or after September 23, 2011 but before 

September 23, 2012, $1.25 million; and 

 For plan or policy years beginning on or after September 23, 2012 but before 

January 1, 2014, $2 million.   

As these are minimums for plan years (in the individual market, policy years) beginning before 

2014, plans or issuers may use higher annual limits or impose no limits.  Plans and policies with 

plan or policy years that begin between September 23 and December 31 have more than one plan 

or policy year under which the $2 million minimum annual limit is available; however, a plan or 

policy generally may not impose an annual limit for a plan year (in the individual market, policy 

year) beginning after December 31, 2013. 

The minimum annual limits for plan or policy years beginning before 2014 apply on an 

individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to 

families may not operate to deny a covered individual the minimum annual benefits for the plan 

year (in the individual market, policy year).  These interim final regulations clarify that, in 

applying annual limits for plan years (in the individual market, policy years) beginning before 

January 1, 2014, the plan or health insurance coverage may take into account only essential 

health benefits.   

The restricted annual limits provided in these interim final regulations are designed to 

ensure, in the vast majority of cases, that individuals would have access to needed services with a 
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minimal impact on premiums.  So that individuals with certain coverage, including coverage 

under a limited benefit plan or so-called “mini-med” plans, would not be denied access to needed 

services or experience more than a minimal impact on premiums, these interim final regulations 

provide for the Secretary of Health and Human Services to establish a program under which the 

requirements relating to restricted annual limits may be waived if compliance with these interim 

final regulations would result in a significant decrease in access to benefits or a significant 

increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the 

scope and process for applying for a waiver is expected to be issued in the near future. 

Under these interim final regulations, individuals who reached a lifetime limit under a 

plan or health insurance coverage prior to the applicability date of these interim final regulations 

and are otherwise still eligible under the plan or health insurance coverage must be provided with 

a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the 

plan or health insurance coverage, these interim final regulations also provide an enrollment (in 

the individual market, reinstatement) opportunity for such individuals.  In the individual market, 

this reinstatement opportunity does not apply to individuals who reached their lifetime limits on 

individual health insurance coverage if the contract is not renewed or otherwise is no longer in 

effect.  It would apply, however, to a family member who reached the lifetime limit in a family 

policy in the individual market while other family members remain in the coverage.  These 

notices and the enrollment opportunity must be provided beginning not later than the first day of 

the first plan year (in the individual market, policy year) beginning on or after September 23, 

2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.9  That 

is, they must be given the right to enroll in all of the benefit packages available to similarly 

situated individuals upon initial enrollment. 
                                                 
9 See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d). 
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Application to grandfathered health plans.  The statute and these interim final regulations 

relating to the prohibition on lifetime limits apply to all group health plans and health insurance 

issuers offering group or individual health insurance coverage, whether or not the plan qualifies 

as a grandfathered health plan, for plan years (in the individual market, policy years) beginning 

on or after September 23, 2010.  The statute and these interim final regulations relating to the 

prohibition on annual limits, including the special rules regarding restricted annual limits for plan 

years beginning before January 1, 2014, apply to group health plans and group health insurance 

coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health 

plans that are individual health insurance coverage.  The interim final regulations issued under 

section 1251 of the Affordable Care Act provide that: 

 A plan or health insurance coverage that, on March 23, 2010, did not impose an overall 

annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered 

health plan if the plan or health insurance coverage imposes an overall annual limit on the 

dollar value of benefits.   

 A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime 

limit on the dollar value of all benefits but no overall annual limit on the dollar value of 

all benefits ceases to be a grandfathered health plan if the plan or health insurance 

coverage adopts an overall annual limit at a dollar value that is lower than the dollar 

value of the lifetime limit on March 23, 2010.   

 A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual 

limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan 

or health insurance coverage decreases the dollar value of the annual limit (regardless of 
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whether the plan or health insurance coverage also imposed an overall lifetime limit on 

March 23, 2010 on the dollar value of all benefits). 

C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR  
     2590.715-2712, 45 CFR 147.128) 
 

PHS Act section 2712 provides rules regarding rescissions of health coverage for group 

health plans and health insurance issuers offering group or individual health insurance coverage.  

Under the statute and these interim final regulations, a group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must not rescind coverage except 

in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a 

Federal floor and is more protective of individuals with respect to the standard for rescission than 

the standard that might have previously existed under State insurance law or Federal common 

law.  That is, under prior law, rescission may have been permissible if an individual made a 

misrepresentation of material fact, even if the misrepresentation was not intentional or made 

knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these 

interim final regulations, plans and issuers cannot rescind coverage unless an individual was 

involved in fraud or made an intentional misrepresentation of material fact.  This standard 

applies to all rescissions, whether in the group or individual insurance market, and whether 

insured or self-insured coverage.  These rules also apply regardless of any contestability period 

that may otherwise apply. 

This provision in PHS Act section 2712 builds on already-existing protections in PHS 

Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions 

generally provide that a health insurance issuer in the group and individual markets cannot 

cancel, or fail to renew, coverage for an individual or a group for any reason other than those 

enumerated in the statute (that is, nonpayment of premiums; fraud or intentional 
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misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the 

market; movement of an individual or an employer outside the service area; or, for bona fide 

association coverage, cessation of association membership).  Moreover, this new provision also 

builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA 

section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act 

section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title 

XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans 

and group health insurance issuers may not set eligibility rules based on factors such as health 

status and evidence of insurability – including acts of domestic violence or disability.   They also 

provide limits on the ability of plans and issuers to vary premiums and contributions based on 

health status.  For policy years beginning on or after January 1, 2014, additional protections will 

apply in the individual market, including guaranteed issue of all products, nondiscrimination 

based on health status, and no preexisting condition exclusions.  These protections will reduce 

the likelihood of rescissions.     

These interim final regulations also clarify that other requirements of Federal or State law 

may apply in connection with a rescission or cancellation of coverage beyond the standards 

established in PHS Act section 2712, if they are more protective of individuals.  For example, if 

a State law applicable to health insurance issuers were to provide that rescissions are permitted 

only in cases of fraud, or only within a contestability period, which is more protective of 

individuals, such a law would not conflict with, or be preempted by, the Federal standard and 

would apply.  

These interim final regulations include several clarifications regarding the standards for 

rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of 
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PHS Act section 2712 apply whether the rescission applies to a single individual, an individual 

within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to 

rescind coverage of an entire employment-based group because of the actions of an individual 

within the group, the standards of these interim final regulations would apply.  Second, these 

interim final regulations clarify that the rules of PHS Act section 2712 apply to representations 

made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan 

sponsor seeks coverage from an issuer for an entire employment-based group and makes 

representations, for example, regarding the prior claims experience of the group, the standards of 

these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or 

practices that constitute fraud.  These interim final regulations clarify that, to the extent that an 

omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage 

under this section.  An example in these interim final regulations illustrates the application of the 

rule to misstatements of fact that are inadvertent.   

For purposes of these interim final regulations, a rescission is a cancellation or 

discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a 

policy as void from the time of the individual’s or group’s enrollment is a rescission.  As another 

example, a cancellation that voids benefits paid up to a year before the cancellation is also a 

rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective 

effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is 

effective retroactively to the extent it is attributable to a failure to timely pay required premiums 

or contributions towards the cost of coverage.  Cancellations of coverage are addressed under 

other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which 

limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, 
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PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 

715 and Code section 9815, addresses appeals of coverage determinations and includes 

provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue 

guidance on PHS Act section 2719 in the very near future. 

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 

adds a new advance notice requirement when coverage is rescinded where still permissible.   

Specifically, the second sentence in section 2712 provides that coverage may not be cancelled 

unless prior notice is provided.  These interim final regulations provide that a group health plan, 

or a health insurance issuer offering group health insurance coverage, must provide at least 30 

calendar days advance notice to an individual before coverage may be rescinded.10  The notice 

must be provided regardless of whether the rescission is of group or individual coverage; or 

whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission 

applies to an entire group or only to an individual within the group.  This 30-day period will 

provide individuals and plan sponsors with an opportunity to explore their rights to contest the 

rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue 

future guidance on any notice requirements under PHS Act section 2712 for cancellations of 

coverage other than in the case of rescission. 

In this new Federal statutory protection against rescissions, the Affordable Care Act 

provides new rights to individuals who, for example, may have done their best to complete what 

can sometimes be long, complex enrollment questionnaires but may have made some errors, for 

which the consequences were overly broad and unfair.  These interim final regulations provide 

initial guidance with respect to the statutory restrictions on rescission.  If the Departments 

                                                 
10 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
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become aware of attempts in the marketplace to subvert these rules, the Departments may issue 

additional regulations or administrative guidance to ensure that individuals do not lose health 

coverage unjustly or without due process. 

Application to grandfathered health plans.  The rules regarding rescissions and advance 

notice apply to all grandfathered health plans. 

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-  
      2719A, 45 CFR 147.138) 
 
 Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or 

individual health insurance coverage, a set of three requirements relating to the choice of a health 

care professional and requirements relating to benefits for emergency services.  The three 

requirements relating to the choice of health care professional apply only with respect to a plan 

or health insurance coverage with a network of providers.11  Thus, a plan or issuer that has not 

negotiated with any provider for the delivery of health care but merely reimburses individuals 

covered under the plan for their receipt of health care is not subject to the requirements relating 

to the choice of a health care professional.  However, such plans or health insurance coverage are 

subject to requirements relating to benefits for emergency services.   These interim final 

regulations reorder the statutory requirements so that all three of the requirements relating to the 

choice of a health care professional are together and add a notice requirement for those three 

requirements.  None of these requirements apply to grandfathered health plans. 

1.  Choice of Health Care Professional 

The statute and these interim final regulations provide that if a group health plan, or a 

health insurance issuer offering group or individual health insurance coverage, requires or 

                                                 
11 The statute and these interim final regulations refer to providers both in terms of their participation (participating 
provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that 
has a contractual relationship or other arrangement with a plan or issuer. 
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provides for designation by a participant, beneficiary, or enrollee of a participating primary care 

provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a 

notice informing each participant (or in the individual market, the primary subscriber) of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider.   

The statute and these interim final regulations impose a requirement for the designation 

of a pediatrician similar to the requirement for the designation of a primary care physician.  

Specifically, if a plan or issuer requires or provides for the designation of a participating primary 

care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit 

the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the 

child's primary care provider if the provider participates in the network of the plan or issuer and 

is available to accept the child.  In such a case, the plan or issuer must comply with the notice 

requirements with respect to designation of a primary care provider.  The general terms of the 

plan or health insurance coverage regarding pediatric care otherwise are unaffected, including 

any exclusions with respect to coverage of pediatric care. 

The statute and these interim final regulations also provide rules for a group health plan, 

or a health insurance issuer offering group or individual health insurance coverage, that provides 

coverage for obstetrical or gynecological care and requires the designation of an in-network 

primary care provider.  In such a case, the plan or issuer may not require authorization or referral 

by the plan, issuer, or any person (including a primary care provider) for a female participant, 

beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network 

health care professional who specializes in obstetrics or gynecology.  The plan or issuer must 
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inform each participant (in the individual market, primary subscriber) that the plan or issuer may 

not require authorization or referral for obstetrical or gynecological care by a participating health 

care professional who specializes in obstetrics or gynecology.  Nothing in these interim final 

regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological 

provider to otherwise adhere to policies and procedures regarding referrals, prior authorization 

for treatments, and the provision of services pursuant to a treatment plan approved by the plan or 

issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the 

ordering of related obstetrical and gynecological items and services, by the professional who 

specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this 

purpose, a health care professional who specializes in obstetrics or gynecology is any individual 

who is authorized under applicable State law to provide obstetrical or gynecological care, and is 

not limited to a physician. 

 The general terms of the plan or coverage regarding exclusions of coverage with respect 

to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do 

not preclude the plan or issuer from requiring that the obstetrical or gynecological provider 

notify the primary care provider or the plan or issuer of treatment decisions. 

When applicable, it is important that individuals enrolled in a plan or health insurance 

coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan 

or issuer requires designation of a primary care physician; or (2) obtain obstetrical or 

gynecological care without prior authorization.  Accordingly, these interim final regulations 

require such plans and issuers to provide a notice to participants (in the individual market, 

primary subscribers) of these rights when applicable.   Model language is provided in these 

interim final regulations.  The notice must be provided whenever the plan or issuer provides a 
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participant with a summary plan description or other similar description of benefits under the 

plan or health insurance coverage, or in the individual market, provides a primary subscriber 

with a policy, certificate, or contract of health insurance. 

2.  Emergency Services 

If a plan or health insurance coverage provides any benefits with respect to emergency 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services in a way that is consistent with these interim final regulations.  These interim final 

regulations require that a plan or health insurance coverage providing emergency services must 

do so without the individual or the health care provider having to obtain prior authorization (even 

if the emergency services are provided out of network) and without regard to whether the health 

care provider furnishing the emergency services is an in-network provider with respect to the 

services.  The emergency services must be provided without regard to any other term or 

condition of the plan or health insurance coverage other than the exclusion or coordination of 

benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII 

of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan 

or health insurance coverage with a network of providers that provides benefits for emergency 

services, the plan or issuer may not impose any administrative requirement or limitation on 

benefits for out-of-network emergency services that is more restrictive than the requirements or 

limitations that apply to in-network emergency services.    

Additionally, for a plan or health insurance coverage with a network, these interim final 

regulations provide rules for cost-sharing requirements for emergency services that are expressed 

as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing 

requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 26

emergency services cannot exceed the cost-sharing requirements that would be imposed if the 

services were provided in-network.  Out-of-network providers may, however, also balance bill 

patients for the difference between the providers’ charges and the amount collected from the plan 

or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 

1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the 

definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing 

for out-of-network services be limited to that imposed in network only applies to cost sharing 

expressed as a copayment or coinsurance rate. 

Because the statute does not require plans or issuers to cover balance billing amounts, 

and does not prohibit balance billing, even where the protections in the statute apply, patients 

may be subject to balance billing.  It would defeat the purpose of the protections in the statute if 

a plan or issuer paid an unreasonably low amount to a provider, even while limiting the 

coinsurance or copayment associated with that amount to in-network amounts.   To avoid the 

circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable 

amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these 

interim final regulations require that a reasonable amount be paid for services by some objective 

standard.  In establishing the reasonable amount that must be paid, the Departments had to 

account for wide variation in how plans and issuers determine both in-network and out-of-

network rates.  For example, for a plan using a capitation arrangement to determine in-network 

payments to providers, there is no in-network rate per service.  Accordingly, these interim final 

regulations consider three amounts: the in-network rate, the out-of-network rate, and the 

Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations 
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in the statute if it provides benefits for out-of-network emergency services in an amount equal to 

the greatest of three possible amounts— 

(1) The amount negotiated with in-network providers for the emergency service 

furnished;  

(2) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-

network cost-sharing provisions; or  

(3) The amount that would be paid under Medicare for the emergency service.12   

Each of these three amounts is calculated excluding any in-network copayment or coinsurance 

imposed with respect to the participant, beneficiary, or enrollee.   

For plans and health insurance coverage under which there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the first amount above is disregarded, meaning that the greatest amount is going to 

be either the out-of-network amount or the Medicare amount.  Additionally, with respect to 

determining the first amount, if a plan or issuer has more than one negotiated amount with in-

network providers for a particular emergency service, the amount is the median of these 

amounts, treating the amount negotiated with each provider as a separate amount in determining 

the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 

with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the 

amounts taken into account to determine the median would be $100, $100, $100, $125, and 

$150; and the median would be $100.  Following the commonly accepted definition of median, if 

                                                 
12 As of the date of publication of these interim final regulations, these rates are available to the public at 
http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf. 
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there are an even number of amounts, the median is the average of the middle two.  (Cost sharing 

imposed with respect to the participant, beneficiary, or enrollee would be deducted from this 

amount before determining the greatest of the three amounts above.)  

The second amount above is determined without reduction for out-of-network cost 

sharing that generally applies under the plan or health insurance coverage with respect to out-of-

network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, 

and reasonable amount for out-of-network services, the second amount above for an emergency 

service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the 

service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network 

services (but reduced by the in-network copayment or coinsurance that the individual would be 

responsible for if the emergency service had been provided in-network). 

Although a plan or health insurance coverage is generally not constrained by the 

requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or 

coinsurance, these interim final regulations include an anti-abuse rule with respect to such other 

cost-sharing requirements so that the purpose of limiting copayments and coinsurance for 

emergency services to the in-network rate cannot be thwarted by manipulation of these other 

cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a 

deductible or out-of-pocket maximum, may be imposed with respect to out-of-network 

emergency services only if the cost-sharing requirement generally applies to out-of-network 

benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency 

services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, 

if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services.  A plan or health insurance 
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coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or 

enrollee is required to pay less for emergency services than for general out-of-network services; 

the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such 

rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services 

than for general out-of-network services. 

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under the Emergency 

Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There 

are, however, some minor variances from the EMTALA definitions.  For example, both 

EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the 

same consequences that could reasonably be expected to occur in the absence of immediate 

medical attention.  Under EMTALA regulations, the likelihood of these consequences is 

determined by qualified hospital medical personnel, while under PHS Act section 2719A the 

standard is whether a prudent layperson, who possesses an average knowledge of health and 

medicine, could reasonably expect the absence of immediate medical attention to result in such 

consequences. 

Application to grandfathered health plans.  The statute and these interim final regulations 

relating to certain patient protections do not apply to grandfathered health plans.  However, other 

Federal or State laws related to these patient protections may apply regardless of grandfather 

status. 

III.  Interim Final Regulations and Request for Comments 
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Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act 

authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to 

promulgate any interim final regulations rules that they determine are appropriate to carry out the 

provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title 

XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the 

incorporation of those sections into ERISA section 715 and Code section 9815.   

In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 

551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good 

cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary 

to the public interest.  The provisions of the APA that ordinarily require a notice of proposed 

rulemaking do not apply here because of the specific authority granted by section 9833 of the 

Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were 

applicable, the Secretaries have determined that it would be impracticable and contrary to the 

public interest to delay putting the provisions in these interim final regulations in place until a 

full public notice and comment process was completed.  As noted above, numerous provisions of 

the Affordable Care Act are applicable for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, six months after date of enactment.  Had the 

Departments published a notice of proposed rulemaking, provided for a 60-day comment period, 

and only then prepared final regulations, which would be subject to a 60-day delay in effective 

date, it is unlikely that it would have been possible to have final regulations in effect before late 

September, when these requirements could be in effect for some plans or policies.  Moreover, the 

requirements in these interim final regulations require significant lead time in order to 

implement.  For example, in the case of the requirement under PHS Act section 2711 prohibiting 
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overall lifetime dollar limits, these interim final regulations require that an enrollment 

opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime 

limit no later than the first day this requirement takes effect.  Preparations presumably would 

have to be made to put such an enrollment process in place.  In the case of requirements for 

emergency care under PHS Act section 2719A, plans and issuers need to know how to process 

charges by out-of-network providers by as early as the first plan or policy year beginning on or 

after September 23, 2010.  With respect to all the changes that would be required to be made 

under these interim final regulations, whether adding coverage of children with a preexisting 

condition under PHS Act section 2704, or determining the scope of rescissions prohibited under 

PHS Act section 2712, group health plans and health insurance issuers have to be able to take 

these changes into account in establishing their premiums, and in making other changes to the 

designs of plan or policy benefits, and these premiums and plan or policy changes would have to 

receive necessary approvals in advance of the plan or policy year in question.       

Accordingly, in order to allow plans and health insurance coverage to be designed and 

implemented on a timely basis, regulations must be published and available to the public well in 

advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to 

have a full notice and comment process and to publish final regulations in the brief time between 

enactment of the Affordable Care Act and the date regulations are needed.  

The Secretaries further find that issuance of proposed regulations would not be sufficient 

because the provisions of the Affordable Care Act protect significant rights of plan participants 

and beneficiaries and individuals covered by individual health insurance policies and it is 

essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about 

their rights and responsibilities.  Proposed regulations are not binding and cannot provide the 
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necessary certainty.  By contrast, the interim final regulations provide the public with an 

opportunity for comment, but without delaying the effective date of the regulations. 

For the foregoing reasons, the Departments have determined that it is impracticable and 

contrary to the public interest to engage in full notice and comment rulemaking before putting 

these interim final regulations into effect, and that it is in the public interest to promulgate 

interim final regulations. 

IV. Economic Impact and Paperwork Burden 

A.  Summary--Department of Labor and Department of Health and Human Services 

As stated earlier in this preamble, these interim final regulations implement PHS Act 

sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and 

annual dollar limits on benefits), 2712 (rules regarding rescissions), and 2719A (patient 

protections). 13  These interim final regulations also provide guidance on the requirement to 

provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 

2704 regarding preexisting condition exclusions generally is effective for plan years (in the 

individual market, policy years) beginning on or after January 1, 2014.  However, with respect to 

enrollees, including applicants for enrollment, who are under 19 years of age, this section is 

effective for plan years beginning on or after September 23, 2010; or in the case of individual 

health insurance coverage, for policy years beginning on or after September 23, 2010.14    The 

rest of these provisions generally are effective for plan years (in the individual market, policy 

                                                 
13 The Affordable Care Act adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 
9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title XXVII of the PHS Act 
applicable to group health plans, and health insurance issuers providing health insurance coverage in connection 
with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA 
and the Code.   
14 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 
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years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 

date of enactment of the Affordable Care Act. 

The Departments have crafted these interim final regulations to secure the protections 

intended by Congress in the most economically efficient manner possible.  In accordance with 

OMB Circular A-4, they have quantified the benefits and costs where possible and provided a 

qualitative discussion of some of the benefits and the costs that may stem from these interim 

final regulations.   

B.  Executive Order 12866--Department of Labor and Department of Health and Human 
Services 

   
 Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject 

to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order 

defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an 

annual effect on the economy of $100 million or more in any one year, or adversely and 

materially affecting a sector of the economy, productivity, competition, jobs, the environment, 

public health or safety, or State, local or tribal governments or communities (also referred to as 

“economically significant”); (2) creating a serious inconsistency or otherwise interfering with an 

action taken or planned by another agency; (3) materially altering the budgetary impacts of 

entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; 

or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, 

or the principles set forth in the Executive Order.  OMB has determined that this rule is 

significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to 

have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed 

these rules pursuant to the Executive Order.  The Departments provide an assessment of the 
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potential costs and benefits of each regulatory provision below, summarized in the following 

table. 
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Table 1.1 Accounting Table 

TABLE 1.1--Accounting Table     
Benefits         
Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions 
and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. 
Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker 
productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional 
component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a 
result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-
provider relationships, resulting in decreased malpractice claims and improved medication adherence and health 
promotion. Removing referrals and prior authorizations for primary care, obstetrical and gynecological care, and 
emergency services is likely to reduce administrative and time burdens on both patients and physicians, while 
improving health outcomes by allowing quicker access to medical services when necessary.  
 

Costs  Estimate Year Dollar 
Discount 

Rate 
Period 

Covered15 
Annualized Monetized ($millions/year) 4.9  2010 7% 2011-2013 

4.9  2010 3% 2011-2013 
        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were 
disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan 
or a health insurance issuer offering group or individual health insurance coverage  must notify an affected 
individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available 
participating primary care provider or pediatrician as their primary care provider, and of increased protections for 
those participants seeking emergency services. 

Qualitative: To the extent these patient protections increase access to health care services, increased health care 
utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting 
conditions and individuals subject to rescissions will likely increase overall health care costs, given that these 
groups tend to have high cost conditions and require more costly care than average.   
  
Transfers         
Qualitative: These patient protections create a small transfer from those paying premiums in the group market to 
those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a 
similar transfer will occur. 

 

1. Need for Regulatory Action 

a.  Preexisting condition exclusions 

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the 

Affordable Care Act, prohibits group health plans and health insurance issuers offering group or 

                                                 
15 The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond 
because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the 
structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final 
regulations. 
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individual health insurance from imposing any preexisting condition exclusion.  This new 

protection applies to children who are under age 19 for plan years (in the individual market, 

policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this 

provision applies for plan years (in the individual market, policy years) beginning on or after 

January 1, 2014.    

Preexisting conditions affect millions of Americans and include a broad range of 

conditions from heart disease – which affects one in three adults16 – or cancer – which affects 11 

million Americans17 -- to relatively minor conditions like hay fever, asthma, or previous sports 

injuries.18  

 Denials of benefits or coverage based on a preexisting condition make adequate health 

insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care 

Act, in 45 States, health insurance issuers in the individual market could deny coverage, charge 

higher premiums, and/or deny benefits for a preexisting condition.19   

These interim final regulations are necessary to amend the Departments’ existing 

regulations to implement this statutory provision, which was enacted by Congress to ensure that 

quality health coverage is available to more Americans without the imposition of a preexisting 

condition exclusion.   

b.  Lifetime and annual limits 

As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the 

Affordable Care Act to prohibit group health plans and health insurance issuers offering group or 

                                                 
16 American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. 
http://www.americanheart.org/downloadable/heart/1240250946756LS-
1982%20Heart%20and%20Stroke%20Update.042009.pdf 
17 National Cancer Institute. Cancer Query System: Cancer Prevalence Database. 
http://srab.cancer.gov/prevalence/canques.html 
18 Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? 
Kaiser Family Foundation, June 2001. 
19 Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7. 
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individual health insurance coverage from imposing lifetime limits on the dollar value of health 

benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision 

before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the 

levels discussed earlier in this preamble.   

These new protections ensure that patients are not confronted with devastating health 

costs because they have exhausted their health coverage when faced with a serious medical 

condition.  For example, in one recent national survey, ten percent of all cancer patients reported 

that they reached a benefit limit in their insurance policy and were forced to seek alternative 

insurance coverage or pay the remainder of their treatment out-of-pocket. 20 

These interim final regulations are necessary to amend the Departments’ existing 

regulations to implement the statutory provisions with respect to annual and lifetime limits that 

Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive 

illnesses have access to quality health coverage.  The provisions of the regulations regarding 

restricted annual limits function as a type of transition rule, providing for staged implementation 

and helping ensure against adverse impacts on premiums or the offering of health coverage in the 

marketplace.  For more detail about these provisions, see the discussion of PHS Act Section 

2711, Lifetime and Annual Limits, in section II.B earlier in this preamble. 

c.  Rescission 

As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the 

Affordable Care Act to prohibit group health plans and health insurance issuers offering group or 

individual health insurance coverage from rescinding coverage except in the case of fraud or 

intentional misrepresentation of material fact.   

                                                 
20 USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected 
by Cancer. November 2006. 
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Prior to the Affordable Care Act, thousands of Americans lost health coverage each year 

due to rescission. According to a House Energy and Commerce Committee staff memorandum,21 

rather than reviewing medical histories when applications are submitted, if the policyholders 

become sick and file expensive claims, insurance companies then initiate investigations to 

scrutinize the details of the policyholder's application materials and medical records, and if 

discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, 

returns the premiums, and refuses payment for medical services.  The Committee found some 

questionable practices in this area including insurance companies rescinding coverage even when 

discrepancies are unintentional or caused by others, for conditions that are unknown to 

policyholders, and for discrepancies unrelated to the medical conditions for which patients 

sought medical care.  

When a coverage rescission occurs, an individual’s health coverage is retroactively 

cancelled, which means that the insurance company is no longer responsible for medical care 

claims that they had previously accepted and paid.  Rescissions can result in significant financial 

hardship for affected individuals, because, in most cases, the individuals have accumulated 

significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 

companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand 

policies in force.22  This estimate implies there are approximately 10,700 rescissions per year. 

These interim final regulations implement the statutory provision enacted by Congress to 

protect the most vulnerable Americans, those that incur substantial medical expenses due to a 

                                                 
21 Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. 
On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental 
memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. 
22 NAIC Rescission Data Call, December 17, 2009, p.1. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 39

serious medical condition, from financial devastation by ensuring that such individuals do not 

unjustly lose health coverage by rescission.   

d.  Patient Protections 

As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the 

Affordable Care Act to require group health plans and health insurance issuers offering group or 

individual health insurance coverage to ensure choice of health care professionals and greater 

access to benefits for emergency services.  As discussed in more detail below, provider choice is 

a strong predictor of patient trust in a provider, and patient-provider trust can increase health 

promotion and therapeutic effects.23 Studies also have found that patients tend to experience 

better quality health care if they have long-term relationships with their health care provider.24 

The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered 

group health plans and health insurance issuers that cover emergency services to cover such 

services without prior authorization and without regard to whether the health care provider 

providing the services is a participating network provider, and (2) copayments and coinsurance 

for out-of-network emergency care not to exceed the cost-sharing requirements that would have 

been imposed if the services were provided in-network.  These provisions will ensure that 

patients get emergency care when they need it, especially in situations where prior authorization 

cannot be obtained due to exigent circumstances or an in-network provider is not available to 

provide the services.  It also will protect patients from the substantial financial burden that can be 

                                                 
23 Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost 
Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient 
Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults 
Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002). 
24 Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening 
Services.”  Journal of General Internal Medicine 23.9 (2008). 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 40

imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-

network emergency care.  

This regulation is necessary to implement the statutory provision enacted by Congress to 

provide these essential patient protections.  

2.  PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-
2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) 

    
a.  Summary   

As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new 

PHS Act section 2704, which amends the HIPAA rules relating to preexisting condition 

exclusions to provide that a group health plan and a health insurance issuer offering group or 

individual health insurance coverage may not impose any preexisting condition exclusion.  The 

HIPAA rules (in effect prior to the effective date of these amendments) apply only to group 

health plans and group health insurance coverage, and permit limited exclusions of coverage 

based on a preexisting condition under certain circumstances.  The Affordable Care Act and 

these interim final regulations prohibit any preexisting condition exclusions imposed by group 

health plans or group health insurance coverage and extends this protection to individual health 

insurance coverage.  This prohibition generally is effective with respect to plan years (in the 

individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are 

under 19 years of age, this prohibition becomes effective for plan years (in the individual market, 

policy years) beginning on or after September 23, 2010.    

Under the statute and these interim final regulations, a grandfathered health plan that is a 

group health plan or group health insurance coverage must comply with the prohibition against 

preexisting condition exclusions; however, a grandfathered health plan that is individual health 

insurance coverage is not required to comply with PHS Act section 2704. 
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In this section, the Departments estimate the likely effects of these interim final 

regulations.  Beginning with the population of individuals age 0-18, the number of individuals 

potentially affected is estimated in several steps.  First, the number of children who have 

preexisting conditions that might cause them to be excluded from coverage is estimated.  Second, 

a range of take-up rates is used to estimate the number of children who might be newly covered 

after these interim final regulations are implemented.  In addition, the potential cost implications 

are discussed. 

b.  Estimated Number of Affected Individuals   

In the individual market, those applying for insurance will no longer face exclusions or 

denials of coverage based on a preexisting condition exclusion if they are under the age of 19.  In 

addition, children covered by non-grandfathered individual coverage with a rider or an exclusion 

period that excludes coverage for a preexisting condition will gain coverage for that condition.  

In the group market, participants and dependents who are under 19 years old and have 

experienced a lapse in coverage will no longer face up to a twelve-month exclusion for 

preexisting conditions. 

The Departments’ estimates in this section are based on the 2004-2006 Medical 

Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and 

calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated 

counts and costs for persons under age 19 by age, health status, and insurance status.   

There are two main categories of children who are most likely to be directly affected by 

these interim final regulations: first, children who have a preexisting condition and who are 

uninsured; second, children who are covered by individual insurance with a rider excluding 

coverage for a preexisting condition or a preexisting condition exclusion period.  For the latter 
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category, obtaining coverage for the preexisting condition may require terminating the child’s 

existing policy and beginning a new one, because individual health insurance coverage that is a 

grandfathered health plan is not required to comply with PHS Act section 2704 or these interim 

final regulations. 

It is difficult to estimate precisely how many uninsured children have a preexisting 

condition that would cause them to be denied coverage for that condition if they were to apply.  

Information on whether individuals have a preexisting condition for the purpose of obtaining 

health insurance is not collected in any major population-based survey.  In its annual survey on 

market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications 

for children were medically underwritten, and 20,747, or 4.8 percent, were denied.25  The survey 

does not measure the number of applicants who did not make it through an underwriting process, 

nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not 

provide direct estimates of the number or proportion of uninsured children who would be denied 

coverage based on a preexisting condition.  Thus, the Departments use proxies for preexisting 

conditions available in nationally representative surveys to estimate the universe of potentially 

eligible individuals.   

The Departments estimate that in 2010 there are approximately 78.0 million children 

under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or 

‘poor’ health or take three or more prescription medications.  The Departments assume that these 

children have a preexisting condition.  Whether or not the statute and these interim final 

regulations are likely to affect these children depends on their own and their parents’ insurance 

status.  Of the 19.4 million children that potentially have a preexisting condition, 10.2 million 

                                                 
25 AHIP Center for Health Policy Research. Individual Health Insurance 2009.  
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf 
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already have employer-sponsored insurance (ESI), 760,000 have individual coverage, and 7.9 

million have public or other coverage, leaving 540,000 uninsured children with preexisting 

conditions.26  The Departments assume that this group of 540,000 uninsured children with a 

preexisting condition would be denied coverage for that condition or altogether if they were to 

apply.   

The likelihood that an uninsured child with a preexisting condition will gain coverage 

due to these interim final regulations will likely vary by the insurance status of the child’s parent.  

As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the 

Departments estimate have a preexisting condition live with a parent who is also uninsured and 

is not offered ESI.  An additional 190,000 have a parent who is covered by ESI, and 60,000 

children have a parent who was offered ESI but did not accept the offer (and the insurance status 

of the parent is unknown).    

Table 2.1 Estimated number of uninsured children with preexisting conditions, by parent’s 
insurance status, 2010 
 
Parent’s insurance status Number of children  

Parent has employer-sponsored insurance (ESI) 190,000 

Parent offered ESI 60,000 

Parent has individual market insurance  10,000 

Parent does not have private insurance* 270,000 

No parent 20,000 

Total ** 540,000 
 
* Primarily parents who are uninsured, but also including a small number who have public coverage. 
** Total is not the sum of the components due to rounding. 
 
Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.    

The group most likely to be affected by these interim final regulations is uninsured 

children whose parents have purchased non-group coverage, of whom there are an estimated 

                                                 
26 These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended 
forward to 2010.   
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10,000.  These parents have demonstrated a strong preference for coverage by being willing to 

pay for a non-group premium for themselves, but their child is uninsured.  Although the 

Departments cannot know with any certainty, it is quite plausible that the child is uninsured 

because the insurer refused to sell coverage to the child due to a preexisting condition.  If an 

individual market insurance policy does not change substantially and retains its grandfather 

status, the insurer is not required to add a child with a preexisting condition.  However, if the 

parent terminates the existing policy and purchases a new policy (which is quite plausible given 

the high prevalence of churning in the individual insurance market), then the new policy will be 

required to cover the child, and a substantial proportion of these children could gain access to 

coverage due to these interim final regulations.27   

At the other extreme, roughly 190,000 uninsured children with a preexisting condition 

have a parent with ESI.  It is possible that these children are uninsured because their parents’ ESI 

does not offer dependent coverage.  It is also possible that the parent could not afford the 

employee portion of a family plan premium.  These interim final regulations are not likely to 

have much effect on coverage for children in these circumstances.  A very small subset of 

uninsured children whose parents have ESI could have had to be in a preexisting exclusion 

period before coverage is provided for services to treat that condition.  Under the statute and 

these interim final regulations, there would no longer be such a period, making coverage 

desirable.  Such children may be affected by this provision.   

Approximately 60,000 uninsured children with a preexisting condition have parents who 

were offered ESI but did not accept that offer.  It also seems unlikely that these interim final 

regulations will have much effect on that group, because almost all of those parents could have 

                                                 
27 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
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chosen to cover themselves, and potentially their child, through ESI in the absence of these 

interim final regulations.   

In between these extremes are the approximately 270,000 uninsured children whose 

parents are themselves uninsured.  Many of these parents have low to moderate income, and 

many may not be able to afford insurance.28  However, some of these parents might purchase a 

policy for their child with a preexisting condition if it were available to them.   

While it is relatively easy to hypothesize about the relationship between parental 

insurance status and the likelihood that a child will be newly covered, it is much more difficult to 

estimate with any precision the take-up rates for each parental coverage category.  

Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-

range estimate is that 50 percent of uninsured children whose parents have individual coverage 

will be newly insured, 15 percent of uninsured children whose parents are uninsured will be 

newly insured, and that very few children whose parents have ESI, are offered ESI, or who do 

not live with a parent will become covered as a result of these interim final regulations.29  For the 

high-end estimate, the Departments assume that the 50 percent and 15 percent assumptions 

increase to 75 percent and 20 percent, respectively.  For the low-end assumption, they assume 

that they decrease to 25 percent and 10 percent.     

                                                 
28 Approximately two-thirds of the uninsured are in families with income below 200 percent of the Federal Poverty 
Level. Current Population Survey, March 2008.  
29 The Departments researched the literature in an attempt to provide support for the take-up rate assumptions made 
here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of 
public coverage among people eligible for Medicaid and Children’s Health Insurance Program, and some work on 
the purchasing behavior of people who are choosing between being uninsured and buying individual insurance 
(Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work 
shows that take-up rates are very high for workers who are offered ESI, but that approximately 25 percent of people 
without ESI purchase individual coverage.  This literature can also be used to estimate the price-elasticity of 
demand, as has been used by the Congressional Budget Office in its estimates of the effects of the Affordable Care 
Act (http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very 
helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to 
purchase coverage for their children with preexisting conditions.   In the absence of strong empirical guidance, the 
Departments consulted with experts, used their best judgment, and provide a wide range for our assumptions.  
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As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured 

children with preexisting conditions could gain coverage as a result of these interim final 

regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it 

could be 72,000.  Given that most ESI already covers children with preexisting conditions, 

almost all of these children newly gaining coverage are expected to gain individual coverage.30    

Table 2.2 Estimated number of uninsured children gaining coverage  

  

Gain 
Employer-
Sponsored 
Insurance 

Gain 
Individual 
Market 
Insurance 

Total 

High Take-Up 10,000 62,000 72,000 

Medium Take-Up 6,000 45,000 51,000 

Low take-Up 2,000 29,000 31,000 

Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010.  

The other group of children who will be affected by these interim final regulations is 

children who already have non-group insurance coverage, but who are covered with a “condition 

waiver” that excludes coverage or imposes an exclusion period for coverage of a preexisting 

condition.  After the implementation of these interim final regulations, children whose parents 

purchase individual coverage will not be subject to condition waivers or preexisting condition 

exclusion periods.  The Departments estimate that there are 90,000 children covered by 

individual insurance with a condition waiver (or with a period during which coverage for a 

preexisting condition is excluded).31  The individual market issuers who insure these estimated 

90,000 children with a condition waiver may decide to remain grandfathered health plans and 

                                                 
30 For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments 
assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the 
individual insurance market. 
31 The 2009 AHIP survey for individual coverage estimated that approximately 2.7 percent of children with 
individual coverage are covered with a condition waiver.  This 3 percent estimate was applied to the MEPS-based 
estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of 
MEPS by the Departments similarly found about 90,000 children with a preexisting condition (defined as being in 
fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their 
condition. 
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thus these children will not be directly affected by these interim final regulations.  However, the 

parents of those children could choose to switch from an individual policy that is a grandfathered 

health plan to a new policy that is not grandfathered, although the premium that they pay for 

such coverage could increase.  Similarly, for those children currently covered but in a preexisting 

condition exclusion period, curtailing the exclusion period would require the termination of the 

current plan and purchase of a policy on or after September 23, 2010. 

c.  Benefits   

The benefits of PHS Act Section 2704 and these interim final regulations are expected to 

amply justify the costs.  These interim final regulations will expand and improve coverage for 

those under the age of 19 with preexisting conditions.  This will likely increase access to health 

care, improve health outcomes, and reduce family financial strain and “job lock,” as described 

below.   

Numerous studies confirm that when children become insured, they are better able to 

access health care.  Uninsured children are six times more likely than insured children to lack a 

usual site of care.32  By contrast, one year after enrollment in health insurance, nearly every child 

in one study had a regular physician and the percentage of children who saw a dentist increased 

by approximately 25 percent.33   Insured children also experience fewer unmet needs and delays 

in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or 

delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, 

only 3.7 percent reported such delays or care deficiencies.34 

                                                 
32 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
33 Ibid. 
34 Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), 
available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051.  
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With regular access to health care, children’s health and well-being are likely to improve. 

When children are sick and without health insurance, they may, out of financial necessity, have 

to forgo treatment; insurance improves the likelihood that children get timely and appropriate 

health care services.35  Insured children are less likely to experience avoidable hospital stays than 

uninsured children36 and, when hospitalized, insured children are at less risk of dying.37  When 

children are insured, it not only improves their health status, but also confers corollary benefits. 

Children without health insurance may not be allowed to participate in as many physical 

activities as peers because parents are concerned about the financial impacts of unintentional 

injury.  One study determined that 12 percent of uninsured children had various activity 

restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were 

removed once they gained insurance.38  And health insurance and access to care improve school 

attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an 

insurance program piloted in Santa Clara County, California for children in low-income families, 

found that the proportion of children missing three or more school days in the previous month 

decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance 

program.39 

In addition to their benefits relating to access to care, health, and well-being of children, 

these interim final regulations are likely to lower families’ out of pocket health care spending.  

Some families would face the possibility of paying high out-of-pocket expenses for health care 

                                                 
35 Uninsured children are at least 70 percent more likely than insured children to not receive 
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid. 
36 Ibid. 
37 Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  
(2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf 
38 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
39 Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s 
Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-
mpr.com/publications/PDFs/CHIimproves.pdf 
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for children under 19 who could not obtain insurance because of a preexisting condition.  

Further, expanded insurance coverage should reduce the number of medical bankruptcies.40  In 

cases where medical expenses are substantial, families may no longer need to spend down their 

assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 

States offer Medicaid eligibility to adults and children who spend-down to State-established 

medically needy income limits.41  Eight percent of Medicaid beneficiaries qualify via spend-

down yet this group accounts for a disproportionately high percentage of Medicaid spending 

nationally (14 percent), due to the fact that coverage kicks in when individuals’ medical costs are 

high.42  Despite the fact that medically needy populations become eligible on account of onerous 

medical bills, this group is especially vulnerable to losing coverage because States are not 

required to cover this group. For example, in 2003, when Oklahoma eliminated its medically 

needy program due to a budget shortfall, an estimated 800 children lost coverage.43  Such 

coverage interruptions likely contribute to higher rates of uncompensated care – the primary 

source for which is Federal funding.44  Reduced reliance on these programs under these interim 

final regulations will benefit State and Federal governments and, by extension, taxpayers. 

In addition, these interim final regulations may reduce instances of “job lock” -- 

situations in which workers are unable to change jobs due to concerns regarding health insurance 

coverage for their children.45  For example, under the Affordable Care Act and these interim 

                                                 
40 Himmelstein, D., Warren, E., Thorne, D., and Woolhandler, S. Illness and Injury as Contributors to Bankruptcy, 
Health Affairs W5-63, February 2 (2005); Himmelstein, D., Thorne, D., Warren, E., Woolhandler, S. Medical 
Bankruptcy in the United States, 2007: The Results of a National Study, The American Journal of Medicine June 4 
(2009).  
41 http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4 
42 Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325 
43 Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf 
44 Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-
Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf 
45 A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent 
of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of 
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final regulations, someone currently insured through the group market with less than 18 months 

of continuous coverage may be more willing to leave her job and become a self-employed 

entrepreneur if she has a child under age 19 with a preexisting condition, because her child now 

will be able to obtain immediate coverage for the preexisting condition in the individual market.  

Similarly, even a worker with more than 18 months of continuous coverage who is already 

protected by HIPAA may be more likely to consider switching firms and changing policies 

because he would not have to worry that his child’s preexisting condition would be excluded for 

up to 12 months.46  While the total reduction in job-lock may be small, the impact on those 

families with children with preexisting conditions may be significant.  The effect of these interim 

final regulations on job-lock is discussed further in the summary section below.  

Executive Order 12866 explicitly requires agencies to take account of “distributive 

impacts” and “equity.”   Requiring health insurers to provide coverage to children with 

preexisting conditions will, as described below, result in a small increase in premium for 

relatively healthy adults and children, and a large increase in health and financial security for 

children with preexisting conditions and their parents.  This transfer is a meaningful increase in 

equity, and is a benefit of these interim final regulations.  

d.  Costs and Transfers 

Children with preexisting conditions have high health care costs – approximately three 

                                                                                                                                                             
all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic 
Advisors Report, The Economic Case for Health Reform (June 2009), at 
http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf.  
46 A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, 
had any impact on job lock, but HIPAA still allows a 12-month preexisting condition exclusion meaning that for 
conditions that need immediate care someone could still effectively be uninsured for up to a year. In contrast, the 
provisions of the statute and these interim final regulations would not allow any preexisting condition exclusion.  
See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence 
Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-
de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, 
Volume 59, Number 3, pages 430-37 (Apr. 2006).  
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times the average for those without such conditions.47  Although children with preexisting 

conditions have higher health care costs than healthier children, among children with preexisting 

conditions, those who are uninsured have expenditures that are somewhat lower than the average 

for all children with preexisting conditions.  Therefore, it is expected that when uninsured 

children obtain coverage, there will be additional demand for and utilization of services.  There 

will also be a transfer from out-of-pocket spending to spending covered by insurance, which will 

partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured 

population as coverage expands.     

As shown above in Table 2.2, the Departments estimate that approximately 2,000 to 

10,000 children whose parents have ESI or an offer of ESI will be newly covered in the group 

market.  Because few children are likely to be newly covered in the group market, the estimated 

costs and transfers are extremely small, on the order of hundredths of a percent.   

The Departments expect that these interim final regulations will have a larger effect on 

the number of children covered in the individual market, resulting in new coverage for between 

29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be 

greater than for the average child covered by individual insurance.  The Departments’ analysis 

also assumes that children with preexisting conditions gaining insurance under these interim final 

regulations will have greater health needs than the average uninsured child with a preexisting 

condition.  This assumption concerning adverse selection is common to most analyses of 

purchasing behavior in the individual insurance market.   

In the majority of States that do not require community rating, much of the additional 

cost of care for newly-covered children with preexisting condition is likely to be borne by the 

parents who purchase coverage for their children.  Based on discussions with industry experts, it 
                                                 
47 From the Departments’ analysis of MEPS data.   
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appears that even in the absence of community rating, it is rare for an insurer to charge more than 

twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in 

non-community rated States, the parents of newly insured children will pay a premium that is 

equal to twice the standard rate, and the remainder of the additional costs will be spread to other 

policy holders in the individual market.48  However, with the enactment of the Affordable care 

Act and the issuance of these interim final regulations, rating practices in the insurance industry 

could certainly change, lending uncertainty to this estimate. In the approximately twenty States 

that require adjusted community rating or rating bands in the individual market, the 

Departments’ analysis assumes that all of the additional costs of newly covered children will be 

spread across policies in the individual market that are not grandfathered health plans.49  Making 

these assumptions, the estimated increase in premiums is 1 percent or less in community rated 

States, and approximately one-half of one percent in States without community rating. 

Finally, for the estimated 90,000 children with existing individual coverage that excludes 

coverage for the preexisting condition or requires an exclusion period before coverage for that 

condition begins, the Departments assume that many of these children will receive coverage for 

their condition(s).  Because their existing individual policies could be grandfathered, the parents 

of these children may need to purchase new policies in order to gain coverage for their children’s 

condition without a waiver.  Children in a preexisting condition exclusion period in particular 

will need to terminate their current policy and purchase a new one in order to take advantage of 

the elimination of any preexisting condition exclusion period.  Of note, the Departments estimate 

                                                 
48 The Departments assume that in non-community rated States, parents purchasing individual coverage for a child 
with a preexisting condition will be charged a rate equal to 200 percent of the standard rate for a child, because it is 
rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the 
estimated expenditures for newly covered children are above the premium that the Departments assume will be 
charged, the analysis assumes that the difference will be spread over all policies in the individual market.   
49 http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 
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that turnover in the individual market is between 40 percent and 70 percent per year. 50  

Therefore, in a few years, most children who would have been covered with a condition waiver 

in the absence of these interim final regulations are expected to be in new policies that are not 

grandfathered health plans in any case. 

The Departments analyzed expenditures for the approximately 90,000 children who 

reported fair or poor health, or who were taking three or more prescription medications, and for 

whom insurance covered only a small portion of spending for one or more medical conditions.  

Total spending for these 90,000 children was not much different than spending for the children 

who did not appear to have a preexisting condition waiver, although less of the spending was 

covered by private insurance, and more of it was paid for out-of-pocket or by other sources.51   

Similar to the expectations for newly covered children in the individual market, in States 

that require rating bands or some form of community rating, much of the additional cost for 

eliminating condition waivers will be spread across the insured population, while in States 

without rating restrictions, much of the additional costs will be borne by the parents who 

purchase the coverage.  However, the estimate that insured benefits per child will increase by a 

relatively modest amount suggests that even in States with community rating, the cost and 

transfer effects will be relatively small, at most a few tenths of a percent over the next few years.   

In evaluating the impact of this provision, it is important to remember that the full net 

effects of this provision cannot be estimated because of its interactions with other provisions in 

the Affordable Care Act that go into effect at the same time.  For example, under the current 

                                                 
50 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
51 The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage 
for whom insurance coverage for one or more conditions was extremely low – averaging 10 percent of covered 
expenditures, compared to approximately 80 percent for other children.  The analysis assumes that these children 
were subject to a preexisting condition waiver, and then assumes that when these waivers are eliminated, the 
expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.   
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guaranteed renewability protections in the individual market, if a child with a preexisting 

condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that 

plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered 

health plans to provide recommended preventive services at no cost-sharing.  This will amplify 

the benefits of coverage for newly insured children with preexisting conditions.  Therefore, the 

Departments cannot provide a more precise estimation of either the benefits or the costs and 

transfers of this provision. 

3.  PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 
2590.715-2711, 45 CFR 147.126) 

   
a.  Summary   

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the 

Affordable Care Act, and these interim final regulations generally prohibits group health plans 

and health insurance issuers offering group or individual health insurance coverage from 

imposing lifetime or annual limits on the dollar value of health benefits.  The statute also 

provides a special rule allowing “restricted annual limits” with respect to essential health benefits 

(as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual 

market, policy years) beginning before January 1, 2014.  In addition, the statute specifies that a 

plan or issuer may impose annual or lifetime per-individual limits on specific covered benefits 

that are not essential health benefits to the extent that such limits are permitted under Federal or 

State law.   

For purposes of establishing a restricted annual limit on the dollar value of essential 

health benefits, the statute provides that in defining the term restricted annual limit, the 

Departments “ensure that access to needed services is made available with a minimal impact on 
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premiums.”52  Based on this Congressional directive, the interim final regulations allow annual 

limits on the dollar value of benefits that are essential health benefits of no less than $750,000 for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010, but 

before September 23, 2011; $1.25 million for plan years (in the individual market, policy years) 

beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for 

plan years (in the individual market, policy years) beginning on or after September 23, 2012, but 

before January 1, 2014.  For plan years (in the individual market, policy years) beginning 

January 1, 2014, no annual limits may be placed on essential health benefits.   

The statute and these interim final regulations relating to the prohibition on lifetime limits 

generally apply to all group health plans and health insurance issuers offering group or individual 

health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010.  

The statute and these interim final regulations relating to the prohibition on annual limits, 

including the special rules for plan years beginning before January 1, 2014, generally apply to 

group health plans and group health insurance coverage that qualify as a grandfathered health 

plan, but do not apply to grandfathered health plans that are individual health insurance 

coverage. 

b.  Estimated Number of Affected Entities   

In 2009, the latest data available indicates that both the incidence and amount of lifetime 

limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence 

of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-

three percent of large employers had lifetime limits; 52 percent of small employers had lifetime 

                                                 
52 PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 
10101(a) of such Act. 
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limits and 89 percent of individual market plans had lifetime limits.  HMO plans are the least 

likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 

16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans 

having a limit.  The generosity of the limit also varies, with 45 percent of all large employer 

plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans 

imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a 

limit of $2,000,000 or more.  Note that small employers are more likely than large employers to 

offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with 

lifetime limits, the maximum limit tends to be lower than those in large firms.53   

Table 3.1: Prevalence of Lifetime Limits 

Market Prevalence of Limit Number of Enrollees 

Large Group   

Under $1,000,000 1% 1,000,000 
$1,000,000 - $2,000,000 18% 18,700,000 
$2,000,000 or higher 45% 46,600,000 
No Limit 37% 38,300,000 

Small Group   

Under $1,000,000 1% 500,000 
$1,000,000 - $2,000,000 12% 6,300,000 
$2,000,000 or higher 39% 20,500,000 
No Limit 48% 25,200,000 

Individual   

Under $1,000,000 2% 200,000 
$1,000,000 - $2,000,000 1% 100,000 
$2,000,000 or higher 86% 8,400,000 
No Limit 11% 1,100,000 
 
Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, 
respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation 
and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime 
Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 
2009: A Comprehensive Survey of Premiums, Availability, and Benefits 
 

                                                 
53 Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health 
Research & Educational Trust, (September 2009).  
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There are scant data on annual limits on which to base this impact analysis. Table 3.2 

displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 

percent of large employers, 14 percent of small employers and 19 percent of individual market 

policies impose an annual limit and thus would be directly impacted by these interim final 

regulations.54  In the first year of implementation (beginning September 23, 2010), it is estimated 

that less than 0.08 percent (less than one tenth of one percent) of large employer plans, 

approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would 

have to raise their annual limit to $750,000.55  This first-year increase in annual limits would 

potentially affect an estimated 1,670,000 persons across the three markets.  The second year of 

the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring 

a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 

percent of individual policies to increase their annual limit to $1,250,000.   The second-year 

increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  

The third and final year of the phase-in period (beginning on September 23, 2012) would affect 

additional plans and policies requiring a cumulative 2.4 percent of large employer plans, 8.1 

percent of small employer plans and 14.3 percent of individual policies to increase their annual 

limit to $2 million.  The third-year increase in annual limits would affect an estimated 8,104,500 

                                                 
54 There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from 
data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of 
Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs 
and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a 
plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer 
plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For 
PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from 
the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported 
median values for annual maximums. For annual benefit limits in individual coverage the relationship observed 
between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums 
was used to generate corresponding distributions from the synthesized employer annual limits. 
55 These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a 
uniform distribution within each cell. 
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persons across the three markets.  Note that the estimated number of plans and people affected 

are upper-bound estimates since they do not take into account grandfathered health plans and 

plans that receive a waiver from the annual limits policy. 

Table 3.2 Percent of plans employing annual limits in each market 
 
Annual Limit Large Employer Small Employer Individual 
Under $250,000 * 0.4% 0.4% 
$250,000 - 499,999 * 1.3% 1.2% 
$500,000 – 999,999 * 1.7% 1.6% 
$1,000,000 – 1,999,999 2.3% 5.5% 12.0% 
$2,000,000 plus 5.8% 5.5% 3.8% 
Total 8.2% 14.4% 19.0% 
 
* Less than 0.1% 
 
Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 
2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data 
provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and 
large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of 
maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals 
broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion 
observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was 
constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit 
limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels 
and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the 
synthesized employer annual limits 

 
Table 3.3 Number of persons subjected to annual limits in each market 
 

Annual Limit 
Large 
Employer 

Small Employer Individual Total 

Under $250,000 15,000 225,000 38,000 278,000 
$250,000 - 499,999 45,000 675,000 115,000 835,000 
$500,000 – 999,999 60,000 900,000 153,000 1,113,000 
$1,000,000 – 1,999,999 2,389,000 2,869,000 1,177,000 6,435,000 
$2,000,000 plus 6,041,000 2,869,000 377,000 9,287,000 
Total 8,550,000 7,538,000 1,860,000 17,948,000 
 
Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 
2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data 
provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and 
large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of 
maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals 
broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion 
observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was 
constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit 
limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels 
and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the 
synthesized employer annual limits 
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Fear and anxiety about reaching annual or lifetime limits on coverage is a major concern 

among Americans who have health insurance.  At the same time, the data suggest that relatively 

few individuals actually reach their policies’ annual and lifetime limits.  Thus, while such limits 

are relatively common in health insurance, the numbers of people expected to exceed either an 

annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low 

range of the number of people who would hit such limits. Such a range is necessary because of 

the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-

cost individuals lie at the tail of statistical cost distributions. The Departments attempted to 

extrapolate characteristics of the high-cost population who would be affected by these interim 

final regulations using several data sources. Second, data on per-capita cost is available on a 

year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual 

costs into lifetime costs, including considerations of how current spending could be related to 

future spending.56  

Considering these caveats, Table 3.4 illustrates that raising the restriction of annual limits 

to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.57  The 

elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people 

who would be expected to exceed a lifetime limit during a calendar year.  

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit 

 Projected to ever exceed limit 
Current Lifetime Limit Percentage Number 
Under $1,000,000 0.03- 0.06% 550-1,050 

                                                 
56 To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a 
higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan 
pays for as benefits) based on simulated benefit payments for such coverage was used. The underlying assumed 
medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health 
Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of 
Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market 
segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option. 
57 Numbers in this paragraph calculated from Table 2.4 may differ due to rounding. 
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$1,000,000 to $1,999,999 0.02% 4,500-5,000 
$2,000,000 plus 0.02% 13,600-14,350  
   
Current Annual Limit   
Under $250,000 0.19-0.23% 550-650 
$250,000 to $499,999 0.08-0.10% 650-850 
$500,000 to $999,000 0.03-0.06% 350-700 
$1,000,000 to $1,999,999 0.02% 1,150-1,300 
$2,000,000 or more  0.01-0.02% 750-1,750 
   
 
Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an 
analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries 
large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the 
nearest 50. 
 

c.  Benefits   

Annual and lifetime limits exist in the individual, small group and large group health 

insurance markets.  These limits function as caps on how much an insurance company will spend 

on medical care for a given insured individual over the course of a year, or the individual’s 

lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she 

must pay the remaining cost of medical care out-of-pocket.  These limits particularly affect 

people with high-cost conditions,58 which are typically very serious.  For example, one recent 

survey found that 10 percent of cancer patients reached the limit of what insurance would pay for 

treatment.59  The same survey also found that 25 percent of cancer patients or their family 

members used up all or most of their savings, 13 percent were contacted by a collection agency, 

and 11 percent said they were unable to pay for basic necessities like food and housing as a result 

of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual 

limits, these interim final regulations will help families and individuals experiencing financial 

burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and 

                                                 
58 An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average 
one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  
The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one 
estimate of $618,000 (Med Care 2006;44: 990–997). 
59 See “National Survey of Households Affected by Cancer.” (2006) accessed at 
http://www.kff.org/kaiserpolls/upload/7591.pdf 
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continuing coverage, these interim final regulations also reduce uncompensated care, which 

would otherwise increase premiums of the insured population through cost-shifting, as discussed 

in more detail in section IV.B.6 later in this preamble. 

These interim final regulations will also improve access to care.  Reaching a limit could 

interrupt or cause the termination of needed treatment, leading to worsening of medical 

conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, 

and less likely to fill a prescription or visit a doctor or clinic for a medical issue.60  The removal 

and restriction of benefit limits helps ensure continuity of care and the elimination of the extra 

costs that arise when an untreated or undertreated condition leads to the need for even more 

costly treatment, that could have been prevented if no loss of coverage had occurred.  Lack of 

insurance coverage leads to additional mortality and lost workplace productivity, effects that 

would be amplified for a sicker population such as those who would reach a benefit limit.61  By 

ensuring continuation of coverage, these interim final regulations benefit the health and the 

economic well-being of participants, beneficiaries, and enrollees. 

These interim final regulations also benefit those without an alternative source of health 

coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds 

a limit and loses coverage, that individual has a special enrollment right.  If his or her plan 

offered multiple benefit packages or a spouse has access to ESI, the individual could enroll in the 

coverage, although it might lead to a change in providers and less generous coverage.  Those 

without an alternative option would lose coverage, and the history of high medical claims and 

presence of preexisting conditions could make health insurance in the individual market 

                                                 
60 Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web 
Exclusive (2006)  
61 See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National 
Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: 
National Academy Press. 
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impossible.  Under these interim final regulations, people will no longer be treated differently 

depending on whether they have an alternative source of coverage. 

Executive Order 12866 explicitly requires agencies to take account of “distributive 

impacts” and “equity,” and these considerations help to motivate the relevant statutory 

provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual 

limits assures that insurance will perform the function for which it was designed – namely, 

protecting health and financial well being for those most in need of care.  This represents a 

meaningful improvement in equity, which is a benefit associated with these interim final 

regulations.   

d.  Costs and Transfers   

Extending health insurance coverage for individuals who would otherwise hit a lifetime 

or annual limit will increase the demand for and utilization of health care services, thereby 

generating additional costs to the system.  The three year phase-in of the elimination of annual 

limits and the immediate elimination of lifetime limits will increase the actuarial value of the 

insurance coverage for affected plans and policies if no other changes are made to the plan or 

policy.  Issuers and plans in the group market may choose to make changes to the plan or policy 

to maintain the pre-regulation actuarial value of the plan or policy, such as changing their 

provider networks or copayments in some manner.  To the extent that higher premiums (or other 

plan or policy changes) are passed on to all employees, there will be an explicit transfer from 

workers who would not incur high medical costs to those who do incur high medical costs.  If, 

instead, the employers do not pass on the higher costs of insurance coverage to their workers, 

this could result in lower profits or higher prices for the employer’s goods or services.  Given the 

relatively small proportion of people who exceed the benefit limits in the current group markets, 
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the Departments anticipate such transfers to be minimal when spread across the insured 

population (at a premium increase of one-half of a percent or less for lifetime limits and one-

tenth of a percent or less for annual limits), compared with the substantial benefit rendered to 

individual high-cost enrollees. However, as this discussion demonstrates, there is substantial 

uncertainty in data and in the choices plans will decide to make in response to these interim final 

regulations, preventing more precise estimations of effects.   

 In the individual market, where policies are individually underwritten with no rating 

bands in the majority of States, the Departments expect the added premium cost or other benefit 

changes to be largely borne by the individual policyholder.  As discussed in the impact analysis 

for Section 2704, if costs exceed 200 percent of the standard rate, some of the additional costs 

could be spread across the insurance market. In the 20 States with modified community rating, 

issuers could spread the increased costs across the entire individual market, leading to a transfer 

from those who would not incur high medical costs to those who do incur such costs.  However, 

as with the group market, such a transfer is expected to be modest, given the small numbers of 

people who would exceed their benefit limit.  The Departments estimate that the transfer would 

be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for 

annual limits, under a situation of pure community rating where all the costs get spread across 

the insured population.  This impact does not apply to grandfathered individual market plans. 

Also, given the wide variation in State insurance markets, a more precise estimation is not 

possible, and the premium impact would be even less in the majority of States that allow 

underwriting in the individual insurance market. 

 It is worth noting that the transfers discussed above will be significantly mitigated by the 

associated expansion of coverage that these interim final regulations create.  The Departments 
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expect, as a result of the gradual elimination of annual limits and the immediate elimination of 

lifetime limits, fewer people will be left without protection against high medical costs.  This will 

lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and 

locally funded medical support.  It can be anticipated that such an effect will be amplified due to 

the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in 

Medicaid, State and local funded health care coverage programs, as well as uncompensated care, 

all of which would otherwise raise taxes and/or premiums for the larger population.  

Unfortunately, data around these high-cost individuals is limited, preventing the Departments 

from quantifying these benefits at the present time. 

 Additional uncertainty prevents more precise estimation of the benefits and impacts of 

this provision. As discussed in the impact analysis for Section 2704, there are interactive effects 

of the various provisions in these interim final regulations which cannot be estimated. For 

example, prohibiting rescissions and lifetime limits could mean that someone who would have 

had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous 

lifetime limit. Moreover, it is important to note that the estimates presented here, by necessity, 

utilize “average” experiences and “average” plans.  Different plans have different characteristics 

of enrollees, for example in terms of age or health status, meaning that provisions such as 

eliminating lifetime or restricting annual limits could affect them differently. This also means 

that average impacts of the various provisions in these interim final regulations or others cannot 

simply be added to obtain a total impact, since a plan may be affected by one provision but not 

another. Moreover, plans and issuers will consider these impacts when making decisions about 

whether or not to make other changes to their coverage that could affect their grandfather status – 

a consideration that is pertinent in the case of restricted annual limits, which do not apply to the 
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grandfathered individual market.  This further compounds any precise calculation of benefits and 

costs. 

e.  Enrollment Opportunity 

These interim final regulations provide an enrollment (or, in the case of the individual 

market, reinstatement) opportunity for individuals who reached their lifetime limits in a group 

health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the 

individual market, the reinstatement opportunity does not apply to individuals who reached their 

lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise 

is no longer in effect.  It would apply, however, to a family member who reached the lifetime 

limit in an individual health insurance family policy while other family members remain in 

coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a 

cost burden of $21,000, as detailed in the Paperwork Reduction Act section.  

f.  Alternatives 

PHS Act section 2711(a)(2) requires the Departments to “ensure that access to needed 

services is made available with a minimal impact on premiums.”  Accordingly, the Departments 

undertook an analysis of different restricted annual limit thresholds to study the issue, taking into 

consideration several factors: (1) the current use of annual limits in the group and individual 

market; (2) the average premium impact of imposing different annual limits on the individual, 

small group, and large group markets; (3) the number of individuals who will continue to have 

annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer 

would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the 

potential for premium increases for all plans and policies, while at the same time ensuring access 
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to essential health benefits, the Departments decided to adopt a three-year phased approach for 

restricted annual limits.   

As discussed above, it is important to note that it is difficult to predict exactly how plans 

and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help 

control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual 

limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or 

raise premiums.  The Departments cannot determine which option or combination of options 

plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums 

due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is 

compounded by the data uncertainties discussed earlier in section IV.B.2.b of this preamble. 

Given the above data limitations, the Departments modeled the impact on premiums of 

increasing the annual limits for plans that currently have annual limits, assuming that the only 

reaction to a required increase in annual limits would be an increase in premiums.  Because some 

plans may choose to avoid or offset the potential premium increase by increasing cost sharing, 

tightening the network of providers, adopting cost savings tools, or making other plan changes, 

the modeled premium impacts represent the high-end of the possible increases in premiums.   

The Departments modeled a range of options and ways to implement a restricted annual 

limit.  Two of the options considered were setting the annual restricted limit on essential benefits 

at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed 

the limit and experience a gap in insurance coverage.  However, plans with current low limits 

could see increases in costs and potentially premiums because the proportion of claims covered 

by the plans would increase.  One final issue to consider is that for plan years (in the individual 

market, policy years) beginning after January 1, 2014, all group plans and non-grandfathered 
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individual policies will be required to remove annual limits.  A low annual limit until 2014 

would offer less protection to those with medical expenses exceeding the limit, and could result 

in an increase in premiums in 2014 (although a variety of other changes that will be implemented 

in 2014 could be expected to result in lower premium increases in most States).  Therefore, a 

stepped approach allowing the restricted annual limit to be phased in over time seemed to be the 

fairest approach and most likely to result in a minimal impact on premiums, so it was selected.   

Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 

3.4 above demonstrates the numbers of people expected to exceed different annual limit 

thresholds.  The Departments chose to set the restricted annual limit relatively low in the first 

year, and to then increase the limit up to $2 million over the three-year period.  This phased 

approach was intended to ease any increases in premiums in any one year, particularly for plans 

with low initial annual limits, and to help group plans and non-grandfathered individual policies 

transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was 

associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, 

but it is anticipated that these plans comprise only less than one-half of one percent of the 

market. On the other hand, raising the restricted annual limits to $2,000,000 under these interim 

final regulations could be expected to help an estimated 2,700 to 3,500 people62 who would no 

longer exceed their annual limit, ensuring financial protection to those who have high medical 

claims.   

It is important to note that these interim final regulations also provide that the Secretary 

of HHS may establish a waiver program under which issuers or plans may assert that adhering to 

the restricted annual limit provisions of these interim final regulations would result in a 

significant decrease in access to benefits or a significant premium increase.  The Departments 
                                                 
62 Numbers calculated from Table 3.4 may differ due to rounding. 
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provided for this waiver in order to prevent the loss of coverage for enrollees in low-benefit 

plans (sometimes called for example, “mini-med” plans) that have low annual limits.  While the 

impact of this policy is not quantified, it, too, is intended to mitigate any unintended 

consequences given the paucity of data on the incidence and prevalence of annual limits in the 

markets today.  

Table 3.5 Estimated premium impacts for a plan moving to a new annual limit 

Current 
Limit 

People 
Subject to 
Current 
Limit 

New Limit 

  
$500k $750k $1 million $1.5 million $2 million 

$250k 278,000 3.7% 5.1% 6.1% 6.2-6.4% 6.263-6.6% 
$500k 835,000  1.4% 2.3% 2.4-2.6% 2.4-2.8% 
$750k 1,113,000   1.0% 1.0-1.2% 1.0-1.5% 
$1 million 6,435,000    0.1-0.3% 0.1-0.5% 
$1.5 
million 9,287,000        0.04-0.2% 
 
Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large 
Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit 
maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical 
spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The 
underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to 
National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the 
Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the 
three market segments by level of current annual limits to calculate the aggregate increase in premiums for the 
possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal 
loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, 
the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution 
once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate 
impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime 
limits for the National Hemophilia Foundation.  
 
4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 

CFR 147.128) 
   

a.  Summary  

As discussed earlier in this preamble, PHS Act Section 2712 provides rules regarding 

rescissions for group health plans and health insurance issuers that offer group or individual 

health insurance coverage.  A plan or issuer must not rescind coverage under the plan, policy, 

                                                 
63 If a second decimal place were included, the lower end of the range in this column would be greater than the 
lower end of the range in the $1.5 million column.   
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certificate, or contract of insurance from the individual covered under the plan or coverage 

unless the individual (or a person seeking coverage on behalf of the individual) performs an act, 

practice, or omission that constitutes fraud, or unless the individual makes an intentional 

misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These 

interim final regulations provide that a group health plan, or a health insurance issuer offering 

group health insurance coverage, must provide at least 30 calendar days advance notice to an 

individual before coverage may be rescinded.64  The notice must be provided regardless of 

whether the rescission is of group or individual coverage; or whether, in the case of group 

coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or 

only to an individual within the group.    

PHS Act Section 2712 and these interim final regulations create a statutory Federal 

standard and enforcement power in the group and individual markets where it did not exist.  

Prior to this provision taking effect, varying court-made Federal common law existed for ERISA 

plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five 

circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, 

the majority of Federal courts or the Restatement of Contracts. According to a House Energy and 

Commerce Committee staff memorandum,65 rather than reviewing medical histories when 

applications are submitted, some insurers engage in “post-claims underwriting.”  Under this 

practice, if the policyholders become sick and file expensive claims, the insurance companies 

initiate investigations to scrutinize the details of the policyholder's application materials and 

medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer 

                                                 
64 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
65 Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. 
On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental 
memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. 
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rescinds the policies, returns the premiums, and refuses payment for medical services.  The 

Committee found some questionable practices in this area including insurance companies 

rescinding coverage even when discrepancies are unintentional or caused by others, for 

conditions that are unknown to policyholders, and for discrepancies unrelated to the medical 

conditions for which patients sought medical care.  According to the Committee, the current 

regulatory framework governing the individual insurance market in this area is a haphazard 

collection of inconsistent State and Federal laws. Protections for consumers and enforcement 

actions by regulators vary depending on where individuals live. Because of these varying 

standards, many patients lack adequate protections against rescission, prompting the need for and 

benefits from this rule.    

When a coverage rescission occurs, an individual’s health insurance coverage is 

retroactively cancelled, which means that the insurance company is no longer responsible for 

medical care claims that they had previously accepted and paid.  Rescissions can result in 

significant financial hardship for affected individuals, because, in most cases, the individuals 

have accumulated significant medical expenses. 

b.  Estimated Number of Affected Entities   

The Departments assume that these interim final regulations will have their largest impact 

on the individual insurance market, because group health coverage rarely is rescinded.66  By 

creating a new Federal standard governing when policies can be rescinded, the Departments 

expect these interim final regulations to potentially affect the approximately 17 million non-

elderly individual health insurance policy holders and their dependents in the individual health 

insurance market.67  In addition, approximately 490 health insurance issuers offering coverage in 

                                                 
66 This statement is based on the Departments’ conversations with industry experts.   
67 2009 Current Population Survey. 
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the individual health insurance market who currently could rescind health insurance coverage are 

expected to be affected.68  That said, the actual incidence of individuals who are subject to 

rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force 

collected data on 52 companies covering the period 2004-2008, and found that rescissions 

averaged 1.46 per thousand policies in force.69  This estimate implies there are approximately 

10,700 rescissions per year. 

 c.  Benefits   

 There are many benefits that flow from these interim final regulations, which the 

Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of 

“distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the 

insurance that enrollees paid for and expected to cover the cost of expensive illnesses and 

conditions, preventing rescissions would prevent inequity and greatly increase health and 

economic well-being.  Consumers would have greater confidence that purchasing insurance 

would be worthwhile, and policies would represent better value for money.  As discussed further 

in section IV.B.6.b of this preamble, it is also well-documented that lack of insurance leads to 

lost workplace productivity and additional mortality and morbidity.  Thus, these rules would 

contribute to reducing the burden from lost productivity that arises from people being uncovered.  

These effects would be especially large relative to the number of individuals affected given that 

the affected population tends to be much sicker on average. 

 Specifically, this provision also could protect against interruptions or terminations in care 

resulting from rescissions. As a result of the statute and these interim final regulations, people 

with high-cost illnesses at risk of rescission would have continued access to care throughout their 

                                                 
68 Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare 
(http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx). 
69 NAIC Rescission Data Call, December 17, 2009, p.1. 
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illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in 

health insurance, even if brief, can have significant health and financial consequences.70  A 

survey from the Commonwealth Fund found that about three of five adults with any time 

uninsured said they had not received needed health care in the past year because of costs – more 

than two times the rate of adults who were insured all year.  Further, 44 percent of respondents 

who had experienced any coverage break during the prior year said they had failed to go to a 

doctor or clinic when they had a medical problem because of costs, compared with 15 percent of 

adults who did not experience such breaks.71  

 These interim final regulations will also have substantial financial benefits for individuals 

who otherwise would have had their policies rescinded.  While there has been minimal 

documentation of financial losses associated with rescissions, reports suggest severe financial 

hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was 

forced to stop chemotherapy for several months after being dropped by an insurer.72  The 

maintenance of coverage through illness not only prevents financial hardship for the particular 

enrollee, but can also translate into lower premiums for the broader insured population by 

reducing cost-shifting from the costs of uncompensated care. 

d.  Costs and Transfers   

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of 

material fact could lead insurers to spend more resources checking applications before issuing 

policies than they did before the Affordable Care Act, which would increase administrative 

costs. However, these costs could be partially offset by decreased costs associated with reduced 

                                                 
70 This point is discussed further in the summary section below.   
71 Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available 
http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf 
72 Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times 
(2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story.  
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post-claims underwriting under the interim final rule. Due to lack of data on the administrative 

costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence 

of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for 

an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost 

burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act 

section later in this preamble. 

To the extent that continuing coverage for these generally high-cost populations leads to 

additional demand for and utilization of health care services, there will be additional costs 

generated in the health care system.  However, given the relatively low rate of rescissions 

(approximately 0.15 percent of individual policies in force) and the relatively sick nature of 

people who have policies rescinded (who would have difficulty going without treatment), the 

Departments estimate that these additional costs would be small. 

Under this provision of these interim final regulations, a transfer likely will occur within 

the individual health insurance market from policyholders whose policies would not have been 

rescinded before the Affordable Care Act to some of those whose policies would have been 

rescinded before the Affordable Care Act, depending on the market and the rules which apply to 

it.  This transfer could result from higher overall premiums insurers will charge to recoup their 

increased costs to cover the health care costs of very sick individuals whose policies previously 

could be rescinded (the precise change in premiums depends on the competitive conditions in 

specific insurance markets).  However, rescissions are extremely rare in group markets where 

such costs would be most likely to be transferred through premium increases.  As described 

earlier, they are also rare in the individual market, affecting 0.15 percent of policies.  In this 
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market, the potential costs would likely be born by the individuals themselves unless they live in 

a State with regulations limiting rate increases based on health, as discussed further below.   

While the Departments are unable to estimate the impact of prohibiting rescissions except 

in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even 

the high rates of rescission acknowledged by some smaller insurers would still be expected to 

translate into only a small average impact across the individual health insurance market.  And 

since this small impact across the market would be primarily attributable to insurers paying 

benefits to persons with substantial medical expenditures, the transfer would be useful. 

The Departments assume for their analysis that the individuals covered by the rescinded 

policies are much sicker than average. Specifically, these individuals are assumed to have total 

spending in the top 10 percent of spending, which represents about 70 percent of total spending 

for the population as a whole, as estimated from the 2007 MEPS-HC person level medical 

expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this 

subset randomly, then they would account for one percent of claims. Depending on the 

percentage of rescissions that no longer occur as a result of these interim final regulations, and 

other changes to the insurance market as detailed below, these claims would now have to be 

covered, representing a transfer of costs from the affected entities to the larger insured 

population.  

Substantial uncertainty exists around the estimated transfer discussed above. First, since 

post-claims underwriting is limited by these interim final regulations, plans may expand their 

pre-claims underwriting practices, potentially leading to increased denials, preexisting condition 

riders, or rate-ups.73 This in turn would decrease the number of rescissions, but without 

                                                 
73 These interim final regulations eliminate preexisting condition riders for children, but such riders will continue to 
be allowed for adults until January 1, 2014.   
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expanding coverage or increasing claims paid. Second, there is uncertainty concerning what 

proportion of the rescissions would be considered to result from fraud or intentional 

misrepresentation of material fact, and also uncertainty regarding the interaction of this provision 

with other provisions, such as the elimination of lifetime limits discussed in the impact analysis 

for PHS Act section 2711, or the prohibition of preexisting condition exclusions for children – 

since new children will now be able to enroll in policies which also cannot be rescinded. As a 

result of this uncertainty, the Departments are unable to precisely estimate an overall or average 

premium impact from this provision, but given the relatively low prevalence of rescissions in the 

current market, the impact is estimated to be at most a few tenths of a percent. 

5. PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-
2719A, 45 CFR 147.138) 
 

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim 

final regulations impose, with respect to a group health plan, or group or individual health 

insurance coverage,  a set of three requirements relating to the choice of a health care 

professional and requirements relating to benefits for emergency services.  The three 

requirements relating to the choice of health care professional apply only with respect to a plan 

or health insurance coverage with a network of providers.  Thus, a plan or issuer that has not 

negotiated with any provider for the delivery of health care but merely reimburses individuals 

covered under the plan for their receipt of health care is not subject to the requirements relating 

to the choice of a health care professional.  However, all plans or health insurance coverage are 

subject to requirements relating to benefits for emergency services.  The cost, benefits, and 

transfers associated with each of these requirements are discussed separately below. 
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PHS Act section 2719A and these interim final regulations are generally effective for 

plan years (or, in the case of the individual market, policy years) beginning on or after September 

23, 2010. 

a.  Choice of Health Care Professional 

i.  Designation of Primary Care Provider 

Summary.  The statute and these interim final regulations provide that if a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, requires 

or provides for designation by a participant, beneficiary, or enrollee of a participating primary 

care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.   

Estimated Number of Affected Entities.  Choice or assignment to a primary care provider 

is typically required by health maintenance organizations (HMOs) and Point of Service plans 

(POS).  Recent data suggest that there are 577 HMOs in the United States,74 accounting for more 

than 32.3 million enrollees,75 of whom about 40 percent have their primary care provider serve 

as a gatekeeper.76  Similar data does not exist for POS plans, although as a reference, about 10 

percent of workers with ESI are enrolled in POS plans.77 

PHS Act section 2719A and these interim final regulations only apply to non-

grandfathered health plans.  However, due to the lack of data on HMO and POS enrollees by 

                                                 
74 Kaiser Family Foundation, “Number of HMOs, July 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the 
number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final 
regulations. 
75 Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey. 
76 See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United 
States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009).  
77 See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment 
for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at 
http://ehbs.kff.org/pdf/2009/7936.pdf.  
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type of market, and the inability to predict new plans that may enter those markets, the 

Departments are unable to predict the number enrollees and plans that would be affected by these 

provisions. Moreover, there are no data on the number of plans that auto-assign patients to 

primary care physicians and do not already allow patients to make the final provider choice, as 

this would be the population to benefit maximally from the interim final rule.  From 

conversations with industry experts the Departments expect, however, that this number would be 

very small, and therefore the benefits and costs of this provision would be small as well, as 

discussed further below. 

Benefits.  Provider choice allows patients to take into account factors they may value 

when choosing their provider, such as provider credentials, office hours and location, advice 

from professionals, and information on the experience of other patients.78  Freedom of choice is 

an important value, particularly in this domain, even if it cannot easily be turned into monetary 

equivalents. Provider choice is a strong predictor of patient trust in their provider, which could 

lead to decreased likelihood of malpractice claims.79  As well, studies show that better patient-

provider trust results in improved medication adherence.80  Research literature suggests that 

better patient-provider relationships also increase health promotion and therapeutic effects.81 

Moreover, one study found that adults who identified having a primary care provider, rather than 

                                                 
78 See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will 
They Come?.” Journal of General Internal Medicine 22.10 (2007).   
79 Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider 
Choice and Associated Trust.” BMC Health Services Research 22.10 (2007). 
80 Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost 
Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient 
Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults 
Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002). 
81 Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical 
Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, 
and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).   

Obtained by Judicial Watch July 11, 2011 through FOIA 



 78

a specialist, as their regular source of care had 33 percent lower annual adjusted health care 

expenditures and lower adjusted mortality.82   

Studies have also found that patients who have long-term relationships with their health 

care providers tend to experience better quality health care.  Adults that have a usual provider 

and place are more likely to receive preventive care and screening services than those who do 

not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the 

ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual 

provider and place of service.83   

Regular contact with primary care providers also can decrease emergency department 

visits and hospitalizations.  One study found that adolescents with the same regular source of 

care were more likely to receive preventive care and less likely to seek care in an emergency 

room.84  Another study found that patients without a relationship with a regular physician were 

60 percent more likely to go to the emergency department with a non-urgent condition.85  

Patients that have a usual source of care tend to also have fewer hospital admissions.86   

Costs and Transfers.  Although difficult to estimate given the data limitations described 

above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees 

like their providers, they are more likely to maintain appointments and comply with treatment, 

both of which could induce demand for services, but these services could then in turn reduce 

costs associated with treating more advanced conditions.  However, the number of affected 

entities from this provision is very small, leading to small additional costs. 

                                                 
82 Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care 
Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998). 
83 Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening 
Services.”  Journal of General Internal Medicine 23.9 (2008). 
84 Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 
(2005). 
85 Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.” 
86 Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.”  
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There will likely be negligible transfers due to this provision given no changes in 

coverage or cost-sharing. 

ii.  Designation of Pediatrician as Primary Care Provider 

Summary.  If a plan or issuer requires or provides for the designation of a participating 

primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must 

permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as 

the child's primary care provider if the provider participates in the network of the plan or issuer 

and is available to accept the child.   The general terms of the plan or health insurance coverage 

regarding pediatric care otherwise are unaffected, including any exclusions with respect to 

coverage of pediatric care.   

Estimated Number of Affected Entities.  Due to lack of data on enrollment in managed 

care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, 

and the inability to predict new plans that may enter those markets, the Departments are unable 

to predict the number enrollees and plans that would be affected by these provisions. As a 

reference, there are an estimated 11.8 million individuals under age 19 with ESI who are in an 

HMO plan.87 

Benefits.  By expanding participating primary care provider options for children to 

include physicians who specialize in pediatrics, this provision could benefit individuals who are 

making decisions about care for their children.  As discussed in the previous section, research 

indicates that when doctors and patients have a strong, trusting relationship, patients often have 

improved medication adherence, health promotion, and other beneficial health outcomes.  

                                                 
87 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  

Obtained by Judicial Watch July 11, 2011 through FOIA 



 80

Considering this research, this provision could lead to better, sustained patient-provider 

relationships and health outcomes. 

In addition, allowing enrollees to select a physician specializing in pediatrics as their 

children’s primary care provider could remove any referral-related delays for individuals in plans 

that require referrals to pediatricians and do not allow physicians specializing in pediatrics to 

serve as primary care providers.88  The American Academy of Pediatrics (AAP) strongly 

supports the idea that the choice of primary care clinicians for children should include 

pediatricians.89  Relatedly, at least two States have laws providing children immediate access to 

pediatricians.90  

Regular pediatric care, including care by physicians specializing in pediatrics, can 

improve child health outcomes and avert preventable health care costs.  For example, one study 

of Medicaid enrolled children found that when children were up to date for age on their schedule 

of well-child visits, they were less likely to have an avoidable hospitalization at a later time.91  

Likewise, if providers are able to proactively identify and monitor obesity in child patients, they 

may reduce the incidence of adult health conditions that can be expensive to treat; various 

studies have documented links between childhood obesity and diabetes, hypertension, and adult 

                                                 
88 There is no data available to estimate the number of plans that fall into this category. 
89 See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care 
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at 
http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.   
90 For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights 
requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7. 
91 Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.” 
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obesity.92  One recent study modeled that a one-percentage-point reduction in obesity among 

twelve-year-olds would save $260.4 million in total medical expenditures.93  

Giving enrollees in covered plans (that require the designation of a primary care 

provider) the ability to select a participating physician who specializes in pediatrics as the child’s 

primary care provider benefits individuals who would not otherwise have been given these 

choices.  Again, the extent of these benefits will depend on the number of enrollees with children 

that are covered by plans that do not allow the selection of a pediatrician as the primary care 

provider, which industry experts suggest would be small. 

Costs and Transfers.  Although difficult to estimate given the data limitations described 

above, the costs for this provision are likely to be small. Giving enrollees a greater choice of 

primary care providers by allowing them to select participating physicians who specialize in 

pediatrics as their child’s primary care provider could lead to health care costs by increasing the 

take-up of primary care services, assuming they would not have utilized appropriate services as 

frequently if they had not been given this choice.   

Any transfers associated with these interim final regulations are expected to be minimal.  

To the extent that pediatricians acting as primary care providers would receive higher payment 

rates for services provided than would other primary care physicians, there may be some transfer 

of wealth from policy holders of non grandfathered group plans to those enrollees that choose the 

former providers.  However, the Departments do not believe that this is likely given the 

similarity in income for primary care providers that care for children.94 

iii.  Patient Access to Obstetrical and Gynecological Care 

                                                 
92 “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  
National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human 
Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm. 
93 Ibid. 
94 http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf 
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Summary.  The statute and these interim final regulations also provide rules for a group 

health plan, or a health insurance issuer offering group or individual health insurance coverage, 

that provides coverage for obstetrical or gynecological care and requires the designation of an in-

network primary care provider.  Specifically, the plan or issuer may not require authorization or 

referral by the plan, issuer, or any person (including a primary care provider) for a female 

participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an 

in-network health care professional who specializes in obstetrics or gynecology.  These plans and 

issuers must also treat the provision of obstetrical and gynecological care, and the ordering of 

related obstetrical and gynecological items and services, by the professional who specializes in 

obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a 

health care professional specializing in obstetrics or gynecology is any individual who is 

authorized under applicable State law to provide obstetrical or gynecological care, and is not 

limited to a physician.   

Estimated Number of Affected Entities.  Requiring referrals or authorizations to health 

care professional who specializes in obstetrics or gynecology (OB/GYNs) is typically required 

by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, 

according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an 

OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs 

among their routine health care providers.95  In 2006, there were 69.4 million visits to an 

OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers 

for Disease Control and Prevention.96 Although more recent data is not available, a 1999 survey 

                                                 
95 See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).   
96 See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health 
Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at 
http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf.  
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showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care 

provider reported that their gynecologic patients were either limited or barred from seeing their 

OB/GYNs without first getting permission from another physician, and 28 percent reported that 

their pregnant patients needed permission before seeing an OB/GYN.97  Nearly 75 percent of 

surveyed OB/GYNs reported that their patients needed to return to their primary care physicians 

for permission before they could provide necessary follow-up care. 

Notably, beginning in 1994, due to both consumer demand and efforts to regulate 

managed care, many States passed direct access laws for OB/GYNs, allowing patients to seek 

care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 

States plus the District of Columbia have laws that provide direct access to OB/GYNs.  

However, 14 States have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, 

Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, 

Vermont, and Wyoming.98  This provision gives females direct access to OB/GYNs in covered 

plans in these States, who may otherwise not have had this direct access.  As well, because State 

law is preempted by ERISA, women in self-insured plans did not previously receive this legal 

protection.  In addition, these women will not need to get an authorization from their primary 

care provider for the care and ordering of obstetrical and gynecological items and services by 

their participating OB/GYN. 

These interim final regulations apply to non-grandfathered health plans.  However, due to 

the lack of data on HMO and POS enrollees by type of market, and the inability to predict new 

plans that may enter those markets, the Departments are unable to predict the number enrollees 

                                                 
97 See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999. 
98 Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at 
http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114 
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and plans that would be affected by this provision. As a reference, there are an estimated 14.8 

million females between ages 21 to 65 with ESI who are in HMO plans.99 

Benefits.  This provision gives women in covered plans easier access to their OB/GYNs, 

where they can receive preventive services such as pelvic and breast exams, without the added 

time, expense, and inconvenience of needing permission first from their primary care providers.  

Moreover, this provision may also save time and reduce administrative burden since 

participating OB/GYNs do not need to get an authorization from a primary care provider to 

provide care and order obstetrical and gynecological items and services. To the extent that 

primary care providers spend less time seeing women who need a referral to an OB/GYN, access 

to primary care providers will be improved.  To the extent that the items and services are critical 

and would have been delayed while getting an authorization from the primary care provider, this 

provision could improve the treatment and health outcomes of female patients. 

Access to such care can have substantial benefits in women’s lives. About 42,000 

American women die each year from breast cancer, and it is estimated that about 4,000 

additional lives would be saved each year just by increasing the percentage of women who 

receive recommended breast cancer screenings to 90 percent.100  As well, regular screening with 

pap smears is the major reason for the 30-year decline in cervical cancer mortality.101 

To the extent that direct access to OB/GYN services results in increased utilization of 

recommended and appropriate care, this provision may result in benefits associated with 

improved health status for the women affected.  Potential cost savings also exist since women in 

affected plans will not need to visit their primary care provider in order to get a referral for 

                                                 
99 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
100 See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and 
Health Benefits.”  Partnership for Prevention, August 2007. 
101 See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26. 
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routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary 

time and administrative burden, and decreasing the number of office visits paid by her and by her 

health plan.   

Costs and Transfers.  One potential area of additional costs associated with this provision 

would be induced demand, as women who no longer need a referral to see an OB/GYN may be 

more likely to receive preventive screenings and other care. Data is limited to provide an 

estimate of this induced demand, but the Departments believe it to be small. 

To the extent these interim final regulations result in a shift in services to higher cost 

providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans 

to those individuals using the services affected.  However, such an effect is expected to be small. 

b.  Coverage of Emergency Services 

i.  Summary   

PHS Act section 2719A and these interim final regulations provide that a group health 

plan and a health insurance issuer covering emergency services must do so without the individual 

or the health care provider having to obtain prior authorization (even if the emergency services 

are provided out of network).  For a plan or health insurance coverage with a network of 

providers that provide benefits for emergency services, the plan or issuer may not impose any 

administrative requirement or limitation on benefits for out-of-network emergency services that 

is more restrictive than the requirements or limitations that apply to in-network emergency 

services.   

Finally, these interim final regulations provide that cost-sharing requirements expressed 

as a copayment amount or coinsurance rate imposed for out-of-network emergency services 

cannot exceed the cost-sharing requirements that would be imposed if the services were provided 
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in-network. These interim final regulations also provide that a plan or health insurance issuer pay 

for out-of-network emergency services (prior to imposing in-network cost-sharing), the greatest 

of: (1) the median in-network rate; (2) the usual customary and reasonable rate (or similar rate 

determined using the plans or issuer’s general formula for determining payments for out-of-

network services); or (3) the Medicare rate.  

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under Emergency Medical 

Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, 

however, some variances from the EMTALA definitions.   

The statute and these interim final regulations relating to emergency services do not 

apply to grandfathered health plans; however, other Federal or State laws related to emergency 

services may apply regardless of grandfather status. 

 ii. Estimated Number of Affected Entities 

These interim final regulations will directly affect out-of-pocket expenditures for 

individuals enrolled in non-grandfathered private health insurance plans (group or individual) 

whose copayment or coinsurance arrangements for emergency services differ between in 

network and out of network providers.  These interim final regulations may also require some 

health plans to make higher payments to out of network providers than are made under their 

current contractual arrangements.  There are no available data, however, that allow for national 

estimates of the number of plans (or number of enrollees in plans) that have different payment 

arrangements for out of network than in-network providers, or differences between in- and out-
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of-network copayment and coinsurance arrangements, in order to more precisely estimate the 

number of enrollees affected. 

The Departments conducted an informal survey of benefits plans for large insurers in 

order to assess the landscape with regard to copayment and coinsurance for emergency 

department services, but found that a variety of arrangements currently exist in the marketplace.  

Many of the large insurers maintained identical copayment and/or coinsurance arrangements 

between in and out of network providers.  Others have differing arrangements based on 

copayments, coinsurance rates, or a combination of the two.  While useful for examining the 

types of arrangement that exist in the market place, these data do not contain enrollment 

information and therefore cannot be used to make impact estimates. 

 Although these data do not permit quantitative estimates of plans or persons affected, 

other data can be illustrative of overall magnitudes for emergency services.  For a point of 

reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 

39.9 percent were made by individuals with private insurance.  This represents approximately 

46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency 

department services, or 27.4 million people.102 While data on rates of out-of-network emergency 

room encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that 

nationally about 8 percent of its emergency room visits are sought out-of-network.103  Given the 

breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of 

emergency room visits are out-of-network each year, since a plan with a smaller provider 

network will be more likely to have out-of-network use by enrollees.  If each individual was 

                                                 
102 Vital and Health Statistics, Advanced Data No. 386, June 29, 2007   
103 BCBS, however, reports its rates vary considerably by State, with 11 States having double digit rates ranging 
from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many State Blue Cross 
Blue Shield plans, its statistics for out of network emergency services utilization should be considered a 
conservative estimate of the proportion of ER services that insured individuals receive out-of-network. 
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equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals 

would be potentially affected by differing out-of-pocket requirements.  Based on the informal 

survey, some proportion, possibly a large portion, of these individuals are covered by plans that 

have identical in and out-of-network requirements.  Therefore, the number of individuals 

affected by this regulatory provision would be smaller.  

iii.  Benefits 

Insurers maintain differing copayment and coinsurance arrangements between in- and 

out-of-network providers as a cost containment mechanism.  Implementing reduced cost sharing 

for the use of in-network providers provides financial incentive for enrollees to use these 

providers, with whom plans often have lower-cost contractual arrangements.  In emergency 

situations, however, the choice of an in-network provider may not be available – for example, 

when a patient is some distance from his or her local provider networks or when an ambulance 

transports a patient to the nearest hospital which may not have contractual arrangements with the 

person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could 

place a substantial financial burden on the patient. These interim final regulations eliminate this 

disparity in out-of-pocket burden for enrollees, leading to potentially substantial financial 

benefit. 

These interim final regulations also provide for potentially higher payments to out-of-

network providers, if usual customary rates or Medicare rates are higher than median in-network 

rates.  This could have a direct economic benefit to providers and patients, as the remaining 

differential between provider charge and plan payment will be smaller, leading to a smaller 

balance-bill for patients.   
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 To the extent that expectations about such financial burden with out-of-network 

emergency department usage would cause individuals to delay or avoid seeking necessary 

medical treatment when they cannot access a network provider, this provision may result in more 

timely use of necessary medical care.  It may therefore result in health and economic benefits 

associated with improved health status; and fewer complications and hospitalizations due to 

delayed and possibly reduced mortality.  The Departments expect that this effect would be small, 

however, because insured individuals are less likely to delay care in emergency situations.  

iv.  Costs and Transfers 

The economic costs associated with the emergency department provisions are likely to be 

minimal.  These costs would occur to the extent that any lower cost-sharing would induce new 

utilization of out of network emergency services.  Given the nature of these services as 

emergency services, this effect is likely to be small for insured individuals.  In addition, the 

demand for emergency services in truly emergency situations can result in health care cost 

savings and population health improvements due to the timely treatment of conditions that could 

otherwise rapidly worsen. 

The emergency services provisions are likely to result in some transfers from the general 

membership of non-grandfathered group policies that have differing copayment and coinsurance 

arrangements to those policy holders that use the out-of-network emergency services.  The 

transfers could occur through two avenues.  First, if there is reduced cost sharing for out-of-

network emergency services, then plans must pay more when enrollees use those services.  Out-

of-pocket costs for the enrollees using out-of-network services will decrease, while plan costs 

will get spread across the insured market.  Second, if the provision results in plans paying higher 

rates than they currently do for out-of-network providers, then those costs will get spread across 
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the insured market while the individual enrollees using out-of-network care would potentially get 

a smaller balance bill.  For all of the data issues described above, the precise amount of the 

transfer which would occur through an increase in premiums for these group plans is impossible 

to quantify with any precision, but it is likely to be less than one-tenth of one percent of 

premium, and only applies to non-grandfathered health plans.     

 c. Application to Grandfathered Health Plans   

As discussed earlier in this preamble, the statute and these interim final regulations 

relating to certain patient protections do not apply to grandfathered health plans.  However, other 

Federal or State laws related to these patient protections may apply regardless of grandfather 

status. 

 d.  Patient Protection Disclosure Requirement 

When applicable, it is important that individuals enrolled in a plan or health insurance 

coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan 

or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain 

obstetrical or gynecological care without prior authorization.  Accordingly, these interim final 

regulations require such plans and issuers to provide a notice to participants (in the individual 

market, primary subscribers) of these rights when applicable.  Model language is provided in 

these interim final regulations.  The notice must be provided whenever the plan or issuer 

provides a participant with a summary plan description or other similar description of benefits 

under the plan or health insurance coverage, or in the individual market, provides a primary 

subscriber with a policy, certificate, or contract of health insurance. 
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The Departments estimate that the cost to plans and insurance issuers to prepare and 

distribute the disclosure is $6.1 million in 2011.  For a discussion of the Patient Protection 

Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble. 

6.  Combined Effects of the Insurance Market Reforms 

a.  Summary  

The Affordable Care Act includes a number of provisions that are effective for plan years 

(or in the case of individual health insurance coverage, for policy years) beginning on or after 

September 23, 2010.  These interim final regulations include four of those provisions whose 

purpose is to improve consumer protections.  Two additional provisions – the extension of 

dependent coverage to adult children and the rules defining a grandfathered health plan – were 

the subject of previously published interim final regulations.  The implementation of other 

provisions – including those relating to coverage of preventive services (PHS Act section 2713) 

and appeals (PHS Act section 2719) – will be addressed in future regulations.   

This set of regulations is distinct from the others in that its primary beneficiaries are 

people who generally already have some type of illness, injury or disability.  In one year, tThe 

provision prohibiting preexisting condition exclusions for children could help 31,000 to 72,000 

uninsured children gain insurance, and up to 90,000 children who have insurance with benefit 

carve-outs or preexisting condition exclusion periods.  The policy on restricted annual limits 

could help up to 2,700 to 3,500 people who hit these limits each year; the prohibition on lifetime 

limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a 

limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 

rescissions of policies in the individual market each year, and these interim final regulations are 
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expected to reduce this number substantially.104  And one of the patient protections, access to 

emergency care from out-of-network providers, could limit the out-of-pocket spending for up to 

2.1 to 4.2 million individuals with some acute health care need.  While the estimates on the 

number of people affected by these policies may be relatively small, a much larger number of 

Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect 

benefits of the legislation.  This section describes the potential combined benefits, costs, and 

transfers of these provisions.   

 b.  Benefits 

These interim final regulations could generate significant economic and social welfare 

benefits to consumers.  This would take the form of reductions in mortality and morbidity, a 

reduction in medical expenditure risk, an increase in worker productivity, and a decrease the 

cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden 

tax.”  Each of these effects is described below.  It should be noted that the benefits described are 

substantially greater in each of these areas once all the protections of the full Affordable Care 

Act are effective. 

A first type of benefit is reductions in mortality and morbidity.  While the empirical 

literature leaves many questions unresolved, a growing body of evidence convincingly 

demonstrates that health can be improved  by spending more on at-risk individuals and by 

expanding health insurance coverage.  For example, Almond et al.105 find that newborns 

classified just below a medical threshold for “very low birthweight” have lower mortality rates 

than newborns classified as just above the threshold, despite an association between low birth 

                                                 
104 NAIC Rescission Data Call, December 17, 2009, p.1. 
105 Almond, Douglas, Joseph J. Doyle, Jr., Amanda E. Kowalski, and Heidi Williams. “Estimating 
Marginal Returns to Medical Care: Evidence from At-Risk Newborns.” The Quarterly Journal of 
Economics, May 2010, 125(2): 591-634. http://www.mit.edu/~jjdoyle/vlbw.pdf.  
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weight and higher mortality in general, because they tend to receive additional medical care. In a 

study of severe automobile accidents, Doyle106 found that uninsured individuals receive less care 

and have a substantially higher mortality rate. Currie and Gruber107 found that increased 

eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, 

leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et 

al.108 found that individuals just old enough to qualify for coverage have lower mortality rates – 

despite similar illness severity – than do those just too young for eligibility. Finally, a report by 

the Institute of Medicine (IOM)109 found mortality risks for uninsured individuals that were 25 

percent higher than those of observably similar insured individuals. In addition to the prospect 

that expanded insurance coverage will result in reductions in mortality, it will almost certainly  

substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley 

and the IOM.110   

These interim final regulations will expand access to currently uninsured individuals.  

These newly insured populations will likely achieve both mortality and meaningful morbidity 

reductions from the regulations, especially those populations who face rescissions, restricted 

annual or lifetime limits, or preexisting conditions exclusions, since they are on average in worse 

health and thus likely to benefit even more from insurance coverage than uninsured individuals 

in general.  

                                                 
106 Doyle, Joseph J. “Health Insurance, Treatment and Outcomes: Using Auto Accidents as Health Shocks.” The 
Review of Economics and Statistics, May 2005. 87(2):256-270. 
http://www.mitpressjournals.org/doi/abs/10.1162/0034653053970348.  
107 Currie, Janet and J. Gruber. “Health Insurance Eligibility, Utilization of Medical Care, and Child Health.” The 
Quarterly Journal of Economics, May 1996. 111(2):431-466. http://www.jstor.org/stable/2946684?cookieSet=1.  
108 Card, David, C. Dobkin, and N. Maestas. “Does Medicare Save Lives?” The Quarterly Journal of Economics, 
May 2009. 124(2):597-636. http://www.mitpressjournals.org/doi/abs/10.1162/qjec.2009.124.2.597.  
109 Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 
2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1.  
110 Institute of Medicine, op. cit.  Hadley J.  Sicker and Poorer: The consequences of being uninsured.  Medical Care 
Research and Review, Vol. 60, No. 2 suppl, 3S-75S (2003) 
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Because considerable uncertainty surrounds any specific estimate of the effect of 

expanded coverage on mortality and morbidity, this benefit is not quantified in this analysis.111  

However, the Departments conclude that reductions in mortality and morbidity are likely to be a 

significant benefit of these interim final regulations and will become substantially greater in 

2014 and subsequent years, when millions of additional individuals will obtain health insurance 

coverage.  

A second type of benefit from the cumulative effects of these interim final regulations is 

a reduction in medical risk.  A central goal of health insurance is to protect individuals against 

catastrophic financial hardship that would come with a debilitating medical condition.  By 

pooling expenses across healthy and sick individuals, insurance can substantially improve the 

economic well-being of the sick while imposing modest costs on the healthy.  This insurance is 

valuable, and economic theory suggests that the gains to the sick from a properly implemented 

insurance system far exceed the costs to healthy individuals.  A recent paper shows that the 

benefits from this reduction in exposure to financial risks would be sufficient to cover almost 

two-fifths of insurance costs.112  Previous research also suggests that protecting patients who 

have very high medical costs or low financial assets is likely to have even larger benefits.  

Indeed, research indicates that approximately half of the more than 500,000 personal 

bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical 

expenses.113  Exclusions from health insurance coverage based on preexisting conditions expose 

the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual 

or lifetime limits on benefits increase the chance that medical expenditures will go 

                                                 
111 Kronick, Richard. “Health insurance coverage and mortality revisited.” Health Services Research. April 2009. 
44(4):1211-1231. http://www3.interscience.wiley.com/journal/122342601/abstract?CRETRY=1&SRETRY=0.  
112 Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality 
and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669. 
113 David Himmelstein et al, 2009. 
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uncompensated, exposing individuals to the financial risks associated with illness. Regulations 

that prevent these practices thus reduce the uncertainty and hardship associated with these 

financial risks.  Moreover, because they secure coverage for individuals with high probabilities 

of incurring extensive medical expenses, regulations that guard against rescissions and prevent 

insurance exclusion based on preexisting conditions for children are likely to have especially 

large economic benefits in terms of reducing financial risk.  These interim final regulations will 

help insurance more effectively protect patients from the financial hardship of illness, including 

bankruptcy and reduced funds for non-medical purposes. 

 A third type of benefit from these interim final regulations is improved workplace 

productivity.  These interim final regulations will benefit employers and workers by increasing 

workplace productivity and reducing absenteeism, low productivity at work due to preventable 

illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that 

increased access to health insurance coverage improves labor market outcomes by improving 

worker health.114  The health benefits of eliminating coverage rescissions and lifetime coverage 

limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs 

will help to reduce disability, low productivity at work due to preventable illness, and 

absenteeism in the work place, thereby increasing workplace productivity and labor supply.  

Economic theory suggests that these benefits would likely be shared by workers, employers, and 

consumers.  In addition, these interim final regulations will increase labor market efficiency by 

reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such 

activities would result in the loss of health insurance or limitations on coverage.  For example, 

without the regulations, a parent with generous coverage for a child with a medical condition 

might fear moving to a different employer or launching his or her own business given the 
                                                 
114 Council of Economic Advisers. “The Economic Case for Health Reform.” (2009). 
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concern that the new plan could exclude coverage for the child on the basis of the preexisting 

condition.  These reforms will increase not only productivity and innovation through 

entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with 

potentially higher salaries.115  The Council of Economic Advisers’ June 2009 report estimates 

that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock 

would be an increase in wages of 0.3 percent.   

Fourth, the Affordable Care Act’s provisions will reduce the transfers in the health care 

system due to cost shifting of uncompensated care that lead to higher premiums for private 

insurance.  The insurance market regulations will help expand the number of individuals who are 

insured and reduce the likelihood that individuals who have insurance do not bankrupt 

themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated 

care that imposes a “hidden tax” on consumers of health care since the costs of this care are 

shifted to those who are able to pay for services in the form of higher prices.   

The Departments provide here an order of magnitude for the compensatory reduction in 

cost-shifting of uncompensated care that is associated with the expansion of coverage of these 

interim final regulations.  Three assumptions were made.  First, the uninsured populations 

affected by these interim final regulations tend to have worse health, greater needs for health 

care, higher health care spending, and less ability to reduce utilization when they are uninsured.  

These interim final regulations are therefore unlikely to induce as much demand for health care 

as would be assumed for the uninsured population in general when coverage expands.  As such, 

the Departments assume that extending insurance coverage to this group is unlikely to 

significantly increase the overall costs of the U.S. health care system.  The Departments 

                                                 
115 Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the 
Literature.” (2001). 
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therefore assume that the vast majority of the premium increases estimated in this regulatory 

impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered 

costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  

Second, on the basis of the economics literature on the subject,116 the Departments 

estimate that two-thirds of the previously uncovered costs would have been uncompensated care 

(with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid 

for by public sources, and 25 percent would have been paid for by private sources.  If reductions 

in privately-financed uncompensated care are passed on in the form of lower prices charged by 

hospitals, and result in lower insurance premiums charged to consumers, then the Departments 

estimate that increased insurance coverage for the vulnerable populations affected by these 

interim final regulations could result in reductions in insurance premiums of up to $1 billion in 

2013.117 There would also be corresponding decreases in public expenditure as uncompensated 

care is reduced. 

c.  Costs and Transfers 

Premiums reflect both effects on health system costs as well as transfers in the payment 

of costs from one payer or group of individuals to another.  For example, as consumer 

protections expand coverage and/or reduce cost-sharing, the costs for services that people 

previously paid for out of pocket – often creating substantial burdens as described above – will 

                                                 
116 Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources 
of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415. 
117 The Departments come to this estimate using the following methods. First, they estimated the proportion of the 
population in group and individual markets using the Medical Expenditure Panel Survey (2008). Next, information 
from 75 FR 34538 (June 17,2010) was used to estimate the proportion of employer and individual plans that 
maintain or lose grandfather status by 2013. Projections of national health expenditures from the National Health 
Expenditure Accounts to 2013 were distributed among these groups, and premium impacts as discussed in this 
regulatory impact analysis were applied. Potential premium reductions secondary to reductions in the cost-shifting 
of uncompensated care were then calculated using the information from the economic literature as presented in this 
discussion. The Departments note that to the extent that not all of the reductions in uncompensated care costs are 
passed onto insured populations, these estimates may be an overestimate. 
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be distributed over a wider insured population.  On the other hand, the cost-shifting that 

previously occurred onto the insured population when people could no longer pay for their out-

of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for 

services, with corresponding benefits to health and productivity.  These costs and transfers 

together will generate a change in premiums.  As discussed previously, the populations affected 

by these interim final regulations tend to be in poorer health than the general uninsured 

population, leading to less induced demand when coverage expands.  

The Departments estimate that the premium effect of prohibiting preexisting condition 

exclusions for children would be on average one percent or less in the individual market and 

negligible in the group market.  The provisions relating to annual and lifetime limits would have 

approximately one-half of one percent impact on premiums in the group market and less than a 

one percent impact on premiums in the individual market.  While the prohibition on lifetime 

limits applies to individual plans that are grandfathered, the restricted annual limit policy and 

preexisting condition exclusion policy for children do not, limiting the premium effect for the 

grandfathered market.  Although precise estimates of the effects of restricting rescissions and 

expanding patient protections are even more difficult to make than for preexisting condition 

exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of 

restricting rescissions will be no more than a few tenths of one percent of premium, and that 

patient protections will increase premiums by less than one tenth of one percent. 

The Departments emphasize that these individual premium effects cannot be simply 

added to get a combined impact on premiums for several reasons.  The first relates to their 

simultaneous implementation.  Quantifying the precise and unique premium impact of policies 

that take effect at the same time is difficult.  Health insurers will consider the totality of the 
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provisions in making decisions about coverage modifications, so that disentangling the effects of 

each provision is impossible.  This is especially so given the complex interactions among the 

policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who 

would have had a policy rescinded now maintains coverage, and also maintains coverage beyond 

a previous lifetime limit.  Under the current guaranteed renewability protections in the individual 

market, if a child with a preexisting condition is now able to obtain coverage on a parental plan, 

he or she can potentially stay on that plan until age 26.     

This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans 

and issuers will consider the cumulative impact of these provisions when making decisions about 

whether or not to make other changes to their coverage that could affect their grandfather status.  

It can be expected that the plans that are most affected by these provisions in terms of potential 

premium impact will likely be the most aggressive in taking steps to maintain grandfather status, 

although, as described in that regulatory impact analysis, other factors affect plans’ decisions as 

well.  It is unlikely that plans will make this calculation multiple times for the multiple 

provisions that will take effect at the same time.   

Lastly, estimating these effects cumulatively compounds the errors of highly uncertain 

estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives 

created by these interim final regulations.  Data are also limited in many areas, including: the 

prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; 

prevalence and characteristics of rescissions; and take-up rates under different insurance 

scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” 

experiences and “average” plans.  Variability around the average increases substantially when 

multiple provisions are considered, since the number of provisions that affect each plan will 
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differ (for example, a plan may already offer coverage without preexisting condition exclusions 

and bar rescissions, meaning they will not be affected by those provisions, but may have a 

lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans 

also have different characteristics of enrollees, for example in terms of age or health status, 

meaning that provisions such as eliminating lifetime limits could affect them differently.  It is 

especially important to note the variation in insurance market reforms across States.  Only a few 

States have community rating, where costs get distributed across the entire insured pool.  

Fractions of the cost will get distributed across the pool and to individual enrollees in other 

States depending on the degree of rating restrictions, if any exist. Uncertainty compounds as 

ranges and errors and assumptions are summed across provisions.  

D. Regulatory Flexibility Act--Department of Labor and Department of Health and Human  
 Services 
 

The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain 

requirements with respect to Federal rules that are subject to the notice and comment 

requirements of section 553(b) of the APA (5 U.S.C. 551 et seq.) and that are likely to have a 

significant economic impact on a substantial number of small entities.  Section 9833 of the Code, 

section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries to promulgate 

any interim final rules that they determine are appropriate to carry out the provisions of chapter 

100 of the Code, part 7 of subtitle B or title I of ERISA, and part A of title XXVII of the PHS 

Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections 

into ERISA section 715 and Code section 9815. 

Moreover, under Section 553(b) of the APA, a general notice of proposed rulemaking is 

not required when an agency, for good cause, finds that notice and public comment thereon are 

impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are 
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exempt from APA, because the Departments made a good cause finding that a general notice of 

proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not 

apply and the Departments are not required to either certify that the rule would not have a 

significant economic impact on a substantial number of small entities or conduct a regulatory 

flexibility analysis.  

Nevertheless, the Departments carefully considered the likely impact of the rule on small 

entities in connection with their assessment under Executive Order 12866.  Consistent with the 

policy of the RFA, the Departments encourage the public to submit comments that suggest 

alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the 

impact on small entities. 

E.  Special Analyses—Department of the Treasury 

Notwithstanding the determinations of the Department of Labor and Department of 

Health and Human Services, for purposes of the Department of the Treasury, it has been 

determined that this Treasury decision is not a significant regulatory action for purposes of 

Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been 

determined that section 553(b) of the APA (5 U.S.C. chapter 5) does not apply to these interim 

final regulations.  For the applicability of the RFA, refer to the Special Analyses section in the 

preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this 

issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary 

regulations have been submitted to the Chief Counsel for Advocacy of the Small Business 

Administration for comment on their impact on small businesses. 

F. Paperwork Reduction Act 

1.  Department of Labor and Department of Treasury  
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As further discussed below, these interim final regulations contain enrollment 

opportunity, rescission notice, and patient protection disclosure requirements that are information 

collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 

3506(c)(2)(A)).  Each of these requirements is discussed in detail below. 

Currently, the Departments are soliciting 60 days of public comments concerning these 

disclosures.  The Departments have submitted a copy of these interim final regulations to OMB 

in accordance with 44 U.S.C. 3507(d) for review of the information collections. The 

Departments and OMB are particularly interested in comments that: 

 Evaluate whether the collection of information is necessary for the proper performance of 

the functions of the agency, including whether the information will have practical utility; 

 Evaluate the accuracy of the agency's estimate of the burden of the collection of 

information, including the validity of the methodology and assumptions used; 

 Enhance the quality, utility, and clarity of the information to be collected; and  

 Minimize the burden of the collection of information on those who are to respond, 

including through the use of appropriate automated, electronic, mechanical, or other 

technological collection techniques or other forms of information technology, for 

example, by permitting electronic submission of responses. 

    Comments should be sent to the Office of Information and Regulatory Affairs, 

Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 

395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by 

contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. 

Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, 

NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  
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These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are 

available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain). 

a.  ICR Regarding Affordable Care Act Enrollment Opportunity Notice Relating to 
Lifetime Limits 

    
As discussed earlier in this preamble these interim final regulations require a plan or 

issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the 

dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to 

enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an 

open enrollment period and regardless of when any open enrollment period might otherwise 

occur.  This enrollment opportunity must be presented not later than the first day of the first plan 

year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which 

is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first 

day of the first plan year (in the individual market, policy year) beginning on or after September 

23, 2010.118 The Affordable Care Act dependent coverage enrollment notice is an ICR subject to 

the PRA.   

The Departments estimate that approximately 29,000 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

The estimate is based on the following methodology.   The Departments estimate that of the 

                                                 
118 The interim final regulations require any individual enrolling in group health plan coverage pursuant to this 
enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the 
individual must be offered all the benefit packages available to similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to 
pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit 
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approximately 139.6 million individuals in ERISA-covered plans,119 63 percent of such 

individuals are covered by plans with lifetime limits.120   

 While limited data are available regarding lifetime limits, the Departments estimated that 

the average lifetime limit across all markets is about $4.7 million,121 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Departments are unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Departments estimate that about 0.033 percent of individuals incur more than $1 million in 

medical spending in a year.122  If these individuals incurred this amount every year, 29,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals would have to average $1 million in medical expenses per year to exceed the 

$4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for 

employees who work for employers with multiple health insurance coverage options, switches to 

a different health insurance plan.   

 The interim final regulations require plans or insurers to notify individuals whose 

coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 

now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all 

plans and policies (including self-insured plans that are administered by insurers) will be 

                                                 
119 The Departments’ estimate is based on the 2009 March Current Population Survey (CPS). 
120 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
121 The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
122 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
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prepared by the estimated 630 health insurers operating in the United States.123  On average, the 

Departments expect that one-half hour of a legal professional’s time, valued as $119, will be 

required to draft this notice, resulting in an hour burden of approximately 160 hours with an 

equivalent cost of $19,000. 

 The Departments assume that insurers track information regarding individuals that have 

lost coverage due to reaching a lifetime limit (including contact information in their 

administrative records).  Based on the foregoing, the Departments estimate that, on average, five 

minutes of a clerical staff member’s time, valued at $26 per hour will be required to incorporate 

the specific information into the notice and mail the estimated 29,000 notices.  This results in an 

estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  

Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an 

equivalent cost of $82,000. 

The associated cost burden of the rule results from material and mailing costs that are 

required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will 

be one-page in length, material and print costs will be five cents per page, and postage will be 44 

cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of 

approximately $14,000 to distribute the notices.   

Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

                                                 
123 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service 
providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in 
the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 
financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the 
Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the 
notices is calculated using half the number of insurers (315). 
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Title:  Notice of Special Enrollment Opportunity under the Patient Protection and 

Affordable Care Act Relating to Lifetime Limits. 

OMB Number: 1210–0143; 1545–2179. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

Total Respondents: 315. 

Total Responses: 29,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security 

Administration); 1,300 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security 

Administration); $7,000 (Internal Revenue Service). 

b. ICR Regarding Affordable Care Act Notice Relating to Rescission 
  
As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations provide rules regarding rescissions for group health plans and health insurance 

issuers that offer group or individual health insurance coverage.  A plan or issuer must not 

rescind coverage under the plan, policy, certificate, or contract of insurance except in the case of  

fraud or intentional misrepresentation of a material fact.  These interim final regulations provide 

that a group health plan or a health insurance issuer offering group health insurance coverage 

must provide at least 30 calendar days advance notice to an individual before coverage may be 

rescinded. 

The Departments assume that rescissions are rare in the group market and that small 

group health plans are affected by rescissions. The Departments are not aware of a data source 

on the number of group plans whose policy is rescinded; therefore, the Departments assume that 
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100 group health plan policies are rescinded in a year.  The Departments estimate that there is an 

average of 16 participants in small, insured plans.124  Based on these numbers the Departments 

estimate that approximately 100 policies are rescinded during a year, which would result in 1,600 

notices being sent to affected participants. The Departments estimate that 15 minutes of legal 

profession time at $119 per hour would be required by the insurers of the 100 plans to prepare 

the notice and one minute per notice of clerical professional time at $26 per hour would be 

required to distribute the notice. This results in an hour burden of approximately 50 hours with 

an equivalent cost of approximately $3,700. The Departments estimate that the cost burden 

associated with distributing the notices will be approximately $800.125   

These paperwork burden estimates are summarized as follows: 

Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 1210–0141; 1545–2180. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

Total Respondents: 100. 

Total Responses: 1,600. 

Frequency of Response: Occasionally. 

                                                 
124 U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
125 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security 

Administration); 25 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $400 (Employee Benefits Security 

Administration); $400 (Internal Revenue Service). 

c. ICR Regarding Affordable Care Act Patient Protection Disclosure Requirement 
 
 As discussed earlier in this preamble, PHS Act section 2719A imposes, with respect to a 

group health plan, or group or individual health insurance coverage, a set of three requirements 

relating to the choice of a health care professionals  When applicable, it is important that 

individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a 

primary care provider or a pediatrician when a plan or issuer requires participants or subscribers 

to designate a primary care physician; or (2) obtain obstetrical or gynecological care without 

prior authorization.  Accordingly, these interim final regulations require such plans and issuers to 

provide a notice to participants (in the individual market, primary subscriber) of these rights 

when applicable.  Model language is provided in these interim final regulations.  The notice must 

be provided whenever the plan or issuer provides a participant with a summary plan description 

or other similar description of benefits under the plan or health insurance coverage, or in the 

individual market, provides a primary subscriber with a policy, certificate, or contract of health 

insurance.  The Affordable Care Act patient protection disclosure requirement is an ICR subject 

to the PRA.  

  In order to satisfy these interim final regulations’ patient protection disclosure 

requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an 

estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary 
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care physician and for obstetrical or gynecological visits.126  The following estimates are based 

on the assumption that 22 percent of group health plans will not have grandfathered health plan 

status in 2011.  Because the interim final regulations provide model language for this purpose, 

the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will 

be required to incorporate the required language into the plan document and ten minutes of an 

human resource professional’s time (with a labor rate of $89.12/hour) will be required to review 

the modified language. 127 Therefore, the Departments estimate that plans will incur a one-time 

hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure 

requirement in the first year. 

The Departments assume that only printing and material costs are associated with the 

disclosure requirement, because the interim final regulations provide model language that can be 

incorporated into existing plan documents, such as an SPD.  The Departments estimate that the 

notice will require one-half of a page, five cents per page printing and material cost will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).   

Plans that relinquish their grandfather status in subsequent years also will become subject 

to this notice requirement and incur a cost to prepare and distribute the notice in the year they 

relinquish their grandfather status.  The Departments estimate a total hour burden of 62,000 

                                                 
126 The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical 
Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from 
the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim 
Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health 
Plan under the Patient Protection and Affordable Care Act that were issued on June 17, 2010 (75 FR 34538). 
127 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of 
Labor Statistics). 
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hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfather status in 2012 or 

2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013.  

 The Departments note that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows:  

 Type of Review: New Collection 

 Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of Treasury. 

 Title: Disclosure Requirement for Patient Protections under the Affordable Care Act. 

 OMB Number: 1210-0142; 1545-2181. 

 Affected Public: Business or other for-profit; not-for-profit institutions. 

 Total Respondents 262,000 (three year average). 

 Total Responses: 6,186,000 (three year average). 

       Frequency of Response:  One time 

       Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security 

Administration); 33,000 (Internal Revenue Service). 

      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security 

Administration); $48,000 (Internal Revenue Service). 

2.  Department of Health and Human Services 

As discussed above in the Department of Labor and Department of the Treasury PRA 

section, these interim final regulations contain an enrollment opportunity notice, rescissions 

notice, and patient protection disclosures requirement for issuers. These requirements are 
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information collection requirements under the Paperwork Reduction Act. Each of these 

requirements is discussed in detail below. 

 a. ICR Regarding Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime 
Limits 

   
PHS Act section 2711 and these interim final regulations requires health insurance issuers 

offering individual health insurance coverage to provide an individual whose coverage ended due 

to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll 

(including notice of an opportunity to enroll) that continues for at least 30 days, regardless of 

whether the plan or coverage offers an open enrollment period and regardless of when any open 

enrollment period might otherwise occur.  This enrollment opportunity must be presented not 

later than the first day of the first plan year (or, in the individual market, policy year) beginning 

on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  

Coverage must begin not later than the first day of the first plan year (or policy year in the 

individual market) beginning on or after September 23, 2010.128  

The Department estimates that approximately 13,182 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

The estimate is based on the following methodology.   The Department estimates that of the 

approximately 16.5 million individuals129 covered by family policies in the individual market, 89 

percent of such individuals have a policy with a lifetime limit.130  The Department also estimates 

that out of the approximately 40.1 million individuals covered by public, non-Federal employer 

                                                 
128 The interim final regulations require any individual enrolling in group health plan coverage pursuant to this 
enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the 
individual must be offered all the benefit packages available to similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to 
pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit 
129 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
130 The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, 
Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17. 
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group health plans sponsored by State and local governments,131 63 percent of such individuals 

are covered by plans with lifetime limits.132   

 While limited data are available regarding lifetime limits, the Department estimated that 

the average lifetime limit across all markets is about $4.7 million,133 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Department is unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Department estimates that about 0.033 percent of individuals incur more than $1 million in 

medical spending in a year.134  If these individuals incurred this amount every year, 13,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals who incur $1 million of medical expenses in a year would need to sustain this 

level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime 

limit is reset if he switches employers or, for employees who work for employers with multiple 

health insurance coverage options, switches to a different health insurance plan.   

 These interim final regulations require plans or insurers to notify individuals whose 

coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 

now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all 

plans and policies (including self-insured plans that are administered by insurers) will be 

                                                 
131 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
132 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
133 The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
134 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
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prepared by the estimated 630 health insurers operating in the United States.135  On average, the 

Department expects that one-half hour of a legal professional’s time, valued as $119, will be 

required to draft this notice, resulting in an hour burden of approximately 200 hours with an 

equivalent cost of $19,000. 

 The Department assumes that plans and insurers track information regarding individuals 

that have lost coverage due to reaching a lifetime limit (including contact information) in their 

administrative records.  Based on the foregoing, the Department estimates that, on average, five 

minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to 

incorporate the specific information into the notice and mail the estimated 13,000 notices.  This 

results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of 

$29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an 

equivalent cost of $48,000. 

The associated cost burden of the rule results from material and mailing cost to distribute 

the estimated 13,000 notices.  The Department estimates that the notice will be one-page in 

length, material and print costs will be five cents per page, and postage will be 44 cents per 

notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of 

approximately $6,500 to distribute the notices.   

Type of Review: New collection. 

Agency: Department of Health and Human Services. 

                                                 
135 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service 
providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in 
the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 
financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments 
of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated 
using half the number of insurers (315). 
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Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice 

Relating to Lifetime Limits 

OMB Number: 0938–NEW1094. 

Affected Public: Business; State, Local, or Tribal Governments. 

Respondents: 630. 

Responses: 13,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours: 1,300 hours. 

 Estimated Total Annual Burden Cost: $6,500. 

  b. ICR Regarding Affordable Care Act Notice Relating to Rescission 
 
  As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations prohibit group health plans and health insurance issuers that offer group or individual 

health insurance coverage generally from rescinding coverage under the plan, policy, certificate, 

or contract of insurance from the individual covered under the plan or coverage unless the 

individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or 

omission that constitutes fraud, or unless the individual makes an intentional misrepresentation 

of material fact, as prohibited by the terms of the plan or coverage.  These interim final 

regulations provide that a group health plan or a health insurance issuer offering group health 

insurance coverage must provide at least 30 days advance notice to an individual before coverage 

may be rescinded. 

This analysis assumes that rescissions only occur in the individual health insurance 

market, because rescissions in the group market are rare. The Department estimates that there are 

approximately 7.1 million individual policy holders in the individual market during a year.  A 
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report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 

time period.136  Based on these numbers, the Department estimates that approximately 10,700 

policies are rescinded during a year, which would result in 10,700 notices being sent to affected 

policyholders. The Department estimates that 15 minutes of legal profession time at $119 per 

hour would be required by the estimated 490 insurers in the individual market to prepare the 

notice and one minute per notice of clerical professional time at $26 per hour would be required 

to distribute the notice. This results in an hour burden of approximately 300 hours with an 

equivalent cost of approximately $19,200. The Department estimates that the cost burden 

associated with distributing the notices will be approximately $5,200.137   

These paperwork burden estimates are summarized as follows: 

Type of Review: New collection. 

Agency: Department of Health and Human Services. 

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 0938–1094NEW. 

Affected Public: For Profit Business. 

Respondents: 490 

Responses: 10,700. 

Frequency of Response: Occasionally. 

Estimated Total Annual Burden Hours: 300 hours. 

 Estimated Total Annual Burden Cost: $5,200. 

                                                 
136 NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. 
http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf 
137 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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c.   ICR Relating to Affordable Care Act Patient Protections Disclosure Requirement 
 
 As discussed above in the Department of Labor and Department of Treasury PRA 

section, these interim final regulations contains a disclosure requirement for non-grandfathered 

health plans or policies requiring the designation of a primary care physician or usually requiring 

a referral from a primary care physician before receiving care from a specialist.  These 

requirements are information collection requirements under the PRA. 

In order to satisfy the interim final regulations’ patient protection disclosure requirement, 

the Department estimates that 14,000 State and local governmental plans will need to notify 

approximately 2.6 million policy holders of their plans’ policy in regards to designating a 

primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers 

providing coverage in the individual market will need to notify an estimated 55,000 policy 

holders of their policy in regards to designating a primary care physician and for obstetrical or 

gynecological visits. These estimates are based on the assumption that 22 percent of group plans 

and 40 percent of individual policies will not have grandfathered health plan status in 2011.138 

 Because the interim final regulations provide model language for this purpose, the 

Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be 

required to incorporate the required language into the plan document and ten minutes of a human 

resource professional’s time (with a labor rate of $89.12/hour) will be required to review the 

                                                 
138 The Department’s estimate of the number of State and local governmental health plans was obtained from the 
2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained 
from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final 
Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan 
under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 FR 34538 (June 17, 
2010).  
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modified language. 139  Therefore, the Department estimates that plans and insurers will incur a 

one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure 

requirement. 

 The Department assumes that only printing and material costs are associated with the 

disclosure requirement, because the interim final regulations provide model language that can be 

incorporated into existing plan documents, such as an SPD.  The Department estimates that the 

notice will require one-half of a page, five cents per page printing and material cost will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62).  

Plans that relinquish their grandfather status in subsequent years will also become subject 

to this notice requirement and incur a cost to prepare and distribute the notice in the year they 

relinquish their grandfather status.  Policy holders of non-grandfathered policies in the individual 

market will also have to receive this notice.  The Department estimates a total hour burden of 

2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfather status in such 

years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 

2013.     

 The Department notes that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows: 

 Type of Review: New collection. 

 Agency: Department of Health and Human Services. 

                                                 
139 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of 
Labor Statistics). 
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Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act. 

 OMB Number: 0938–NEW1094. 

 Affected Public: Business; State, Local, or Tribal Governments. 

 Respondents: 10,600. 

 Responses: 2,067,000. 

 Frequency of Response: One-time. 

 Estimated Total Annual Burden Hours: 2,700 hours. 

 Estimated Total Annual Burden Cost: $32,000. 

 If you comment on any of these information collection requirements, please do either of 

the following:   

 1.  Submit your comments electronically as specified in the ADDRESSES section of this 

proposed rule; or  

 2. Submit your comments to the Office of Information and Regulatory Affairs, Office of 

Management and Budget, 

 Attention:  CMS Desk Officer, OCIIO-9994--IIFFCC  

 Fax:  (202) 395-6974; or  

 Email:  OIRA_submission@omb.eop.gov 

G.  Congressional Review Act 

These interim final regulations are subject to the Congressional Review Act provisions of 

the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and 

have been transmitted to Congress and the Comptroller General for review.  

H.  Unfunded Mandates Reform Act 
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The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to 

prepare several analytic statements before proposing any rules that may result in annual 

expenditures of $100 million (as adjusted for inflation) by State, local and tribal governments or 

the private sector. These interim final regulations are not subject to the Unfunded Mandates 

Reform Act because they are being issued as interim final regulations.  However, consistent with 

the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to 

be the least burdensome alternative for State, local and tribal governments, and the private 

sector, while achieving the objectives of the Affordable Care Act. 

I.  Federalism Statement--Department of Labor and Department of Health and Human Services 

Executive Order 13132 outlines fundamental principles of federalism, and requires the 

adherence to specific criteria by Federal agencies in the process of their formulation and  

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship 

between the national government and States, or on the distribution of power and responsibilities 

among the various levels of government. Federal agencies promulgating regulations that have 

these federalism implications must consult with State and local officials, and describe the extent 

of their consultation and the nature of the concerns of State and local officials in the preamble to 

the regulation. 

In the Departments’ view, these interim final regulations have federalism implications, 

because they have direct effects on the States, the relationship between the national government 

and States, or on the distribution of power and responsibilities among various levels of 

government. However, in the Departments’ view, the federalism implications of these interim 

final regulations are substantially mitigated because, with respect to health insurance issuers, the 
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Departments expect that the majority of States will enact laws or take other appropriate action 

resulting in their meeting or exceeding the Federal standards.  

In general, through section 514, ERISA supersedes State laws to the extent that they  

relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, 

banking, or securities. While ERISA prohibits States from regulating a plan 

as an insurance or investment company or bank, the preemption provisions of section 731 of 

ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 

146.143(a)) apply so that the HIPAA requirements (including those of the Affordable Care Act) 

are not to be ‘‘construed to supersede any provision of State law which establishes, implements, 

or continues in effect any standard or requirement solely relating to health insurance issuers in  

connection with group health insurance coverage except to the extent that such standard or 

requirement prevents the application of a requirement’’ of a Federal standard. The conference 

report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of 

State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & 

Admin. News 2018.)  States may continue to apply State law requirements except to the extent 

that such requirements prevent the application of the Affordable Care Act requirements that are 

the subject of this rulemaking. State insurance laws that are more stringent than the Federal 

requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be 

preempted. Accordingly, States have significant latitude to impose requirements on health 

insurance issuers that are more restrictive than the Federal law.  

In compliance with the requirement of Executive Order 13132 that agencies examine 

closely any policies that may have federalism implications or limit the policy making discretion 

of the States, the Departments have engaged in efforts to consult with and work cooperatively 
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with affected State and local officials, including attending conferences of the National 

Association of Insurance Commissioners and consulting with State insurance officials on an 

individual basis. It is expected that the Departments will act in a similar fashion in enforcing the 

Affordable Care Act requirements.  Throughout the process of developing these interim final 

regulations, to the extent feasible within the specific preemption provisions of HIPAA as it 

applies to the Affordable Care Act, the Departments have attempted to balance the States’ 

interests in regulating health insurance issuers, and Congress’ intent to provide uniform 

minimum protections to consumers in every State. By doing so, it is the Departments’ view that 

they have complied with the requirements of Executive Order 13132.  

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by 

the signatures affixed to these interim final regulations, the Departments certify that the 

Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services 

have complied with the requirements of Executive Order 13132 for the attached regulations in a 

meaningful and timely manner. 

V.  Statutory Authority 

The Department of the Treasury temporary regulations are adopted pursuant to the 

authority contained in sections 7805 and 9833 of the Code. 

 The Department of Labor interim final regulations are adopted pursuant to the authority 

contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 

1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), 

Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 

3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-

152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 
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 The Department of Health and Human Services interim final regulations are adopted 

pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS 

Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended. 

List of Subjects 

26 CFR Part 54 

Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping 

requirements. 

26 CFR Part 602 

Reporting and recordkeeping requirements. 

29 CFR Part 2590 

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health 

care, Health insurance, Medical child support, Reporting and recordkeeping requirements. 

45 CFR Parts 144, 146, and 147 

Health care, Health insurance, Reporting and recordkeeping requirements, and State 

regulation of health insurance. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 

 

 

 

 

 
   Steven T. Miller    

Deputy Commissioner for Services and Enforcement, 
Internal Revenue Service. 

 
 
 
 
 
Approved:     June 18, 2010 
 
 
 
 
 
 Michael F. Mundaca 
 Assistant Secretary of the Treasury (Tax Policy).  
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Signed this 18th day of June, 2010. 
 
 
 
 
 
Phyllis C. Borzi 
Assistant Secretary 
Employee Benefits Security Administration 
Department of Labor 
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Dated:   _____________ 
 

      Jay Angoff, 

      Director, 

      Office of Consumer Information and Insurance Oversight 

 

 

 

 

Dated: _______________ 

 

 
 

 

 

Kathleen Sebelius, 

      Secretary               
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Chapter 1 

 Accordingly, 26 CFR Parts 54 and 602 are amended as follows: 

PART 54--PENSION EXCISE TAXES 

Paragraph 1.  The authority citation for part 54 is amended by adding entries for 

§§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to 

read in part as follows: 

Authority: 26 U.S.C. 7805. * * * 

Section 54.9815-2704T also issued under 26 U.S.C. 9833. 
Section 54.9815-2711T also issued under 26 U.S.C. 9833.  
Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * * 
Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * * 
 

 Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in 

the definition of group health plan and by revising the definition of preexisting condition 

exclusion.  The revised definitions read as follows: 

§54.9801-2 Definitions.   

* * * * * 

 Group health plan or plan means a group health plan within the meaning of §54.9831-

1(a). 

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 
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individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§54.9801-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of §54.9801-2. 

* * * * * 

Par. 4. Section 54.9815-2704T is added to read as follows: 

§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).   

(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in §54.9801-2).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see 

§54.9801-3(a)(1)(ii)): 
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Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  
 
 (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition. 

 
(b) Effective/applicability date--(1) General applicability date. Except as provided in 

paragraph (b)(2) of this section, the rules of paragraph (a) of this section apply for plan years 

beginning on or after January 1, 2014.   

(2) Early applicability date for children.  The rules of paragraph (a) of this section apply 

with respect to enrollees, including applicants for enrollment, who are under 19 years of age for 

plan years beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the 

application of this section to grandfathered health plans (providing that a grandfathered health 

plan that is a group health plan or group health insurance coverage must comply with the 

prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
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a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 

 
(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 5. Section 54.9815-2711T is added to read as follows: 

§54.9815-2711T No lifetime or annual limits (temporary). 

(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a 

group health plan, or a health insurance issuer offering group health insurance coverage, may not 

establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual. 

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph 

(a)(2)(i) of this section. 

 (b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 
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otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 

benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits. 

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

(d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 
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paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits. 

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 

program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual-- 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section. 

(2) Notice and enrollment opportunity requirements--(i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 
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benefits) under the group health plan -- or group health insurance coverage -- described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 

individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010. 

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, 

if the individual would not be a participant once enrolled in the plan, the participant through 
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whom the individual is otherwise eligible for coverage under the plan) must be offered all the 

benefit packages available to similarly situated individuals who did not lose coverage by reason 

of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in 

benefits or cost-sharing requirements constitutes a different benefit package.  The individual also 

cannot be required to pay more for coverage than similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at 
least 30 days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 
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(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 
D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   

 
Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §54.9815-
1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   
 

 (f)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the prohibitions on lifetime and 

annual limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits).  

(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 6. Section 54.9815-2712T is added to read as follows: 

§54.9815-2712T Rules regarding rescissions (temporary). 
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(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 

fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  As another example, a 

cancellation that voids benefits paid up to a year before the cancellation is also a rescission for 

this purpose.  A cancellation or discontinuance of coverage is not a rescission if-- 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 
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 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the rules regarding rescissions and 

advance notice apply to all grandfathered health plans).   

(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 7. Section 54.9815-2719AT is added to read as follows: 
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§54.9815-2719AT Patient protections (temporary). 

(a) Choice of health care professional--(1) Designation of primary care provider--(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 

this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health 

plan, or a health insurance issuer offering group health insurance coverage, requires or provides 

for the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 
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by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct 

access.  A group health plan, or a health insurance issuer offering group health insurance 

coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or 

referral by the plan, issuer, or any person (including a primary care provider) in the case of a 

female participant or beneficiary who seeks coverage for obstetrical or gynecological care 

provided by a participating health care professional who specializes in obstetrics or gynecology.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 
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by informing each participant that the plan may not require authorization or referral for 

obstetrical or gynecological care by a participating health care professional who specializes in 

obstetrics or gynecology.  The plan or issuer may require such a professional to agree to 

otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures 

regarding referrals and obtaining prior authorization and providing services pursuant to a 

treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a 

health care professional who specializes in obstetrics or gynecology is any individual (including 

a person other than a physician) who is authorized under applicable State law to provide 

obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan, or a health insurance issuer offering 

group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer-- 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to-- 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 
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 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
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 (4) Notice of right to designate a primary care provider--(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights-- 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
 [Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
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(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner--  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 
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(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 
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participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 
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(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 

(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 146

plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip-code-by-zip-code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 
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(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 
respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition-- 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 
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 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that these rules regarding patient 

protections do not apply to grandfathered health plans).  

(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 8. The authority citation for part 602 continues to read in part as follows: 

Authority:  26 U.S.C. 7805 * * * 

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to 

the table to read as follows: 

§602.101 OMB Control numbers. 

*   *   *   *   * 

(b) * * * 

________________________________________________________________________ 
CFR part or section where                                                                      Current OMB 
identified and described                                                                              control No.       
________________________________________________________________________ 
 
* * * * * * * 
 
54.9815-2711T.................................................................................................1545-2179 
54.9815-2712T.................................................................................................1545-2180 
54.9815-2719AT...............................................................................................1545-2181 
 
* * * * * * * 
________________________________________________________________________ 
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DEPARTMENT OF LABOR 

Employee Benefits Security Administration 

29 CFR Chapter XXV 

29 CFR Part 2590 is amended as follows: 

PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS 

1. The authority citation for Part 2590 continues to read as follows: 

Authority:  

29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 

1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 

105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 

1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 

Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

Subpart B—Other Requirements 

 2.  Section 2590.701-2 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 2590.701-2 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 
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includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§ 2590.701-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part. 

* * * * * 

4. Section 2590.715-2704 is added to subpart C to read as follows: 

§ 2590.715-2704 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in § 2590.701-2 of this Part).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

2590.701-3(a)(1)(ii) of this Part): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 
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(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the rules of paragraph (a) of this section apply for plan years beginning on 

or after January 1, 2014.   

(2) Early applicability date for children.  The rules of paragraph (a) of this section apply 

with respect to enrollees, including applicants for enrollment, who are under 19 years of age for 

plan years beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for 

determining the application of this section to grandfathered health plans (providing that a 

grandfathered health plan that is a group health plan or group health insurance coverage must 

comply with the prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 

 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 152

(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 
plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
5. Section 2590.715-2711 is added to subpart C to read as follows: 

§2590.715-2711 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group health insurance coverage, may 

not establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 

otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 
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benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 
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program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group health insurance coverage – described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 
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individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the 

individual (and, if the individual would not be a participant once enrolled in the plan, the 

participant through whom the individual is otherwise eligible for coverage under the plan) must 

be offered all the benefit packages available to similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this 

purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit 
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package.  The individual also cannot be required to pay more for coverage than similarly situated 

individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value 

of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at 
least 30 days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   
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Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 
beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §2590.715-
1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   

 
(f) Applicability date.  The provisions of this section apply for plan years beginning on or 

after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of 

this section to grandfathered health plans (providing that the prohibitions on lifetime and annual 

limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits). 

6. Section 2590.715-2712 is added to subpart C to read as follows: 

§ 2590.715-2712 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 
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fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.)    

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  As another example, a 

cancellation that voids benefits paid up to a year before the cancellation is also a rescission for 

this purpose.  A cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
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(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that the rules regarding 

rescissions and advance notice apply to all grandfathered health plans). 

7. Section 2590.715-2719A is added to subpart C to read as follows: 

§ 2590.715-2719A Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 
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this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan, or a health insurance issuer offering group health insurance coverage, requires or provides 

for the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 

by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 
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Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan, or a health insurance issuer offering group health insurance 

coverage, described in paragraph (a)(3)(ii) of this section may not require authorization or 

referral by the plan, issuer, or any person (including a primary care provider) in the case of a 

female participant or beneficiary who seeks coverage for obstetrical or gynecological care 

provided by a participating health care professional who specializes in obstetrics or gynecology.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 

by informing each participant that the plan may not require authorization or referral for 

obstetrical or gynecological care by a participating health care professional who specializes in 

obstetrics or gynecology.  The plan or issuer may require such a professional to agree to 

otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures 

regarding referrals and obtaining prior authorization and providing services pursuant to a 

treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a 

health care professional who specializes in obstetrics or gynecology is any individual (including 
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a person other than a physician) who is authorized under applicable State law to provide 

obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan, or a health insurance issuer offering 

group health insurance coverage, is described in this paragraph (a)(3) if the plan or issuer— 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
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physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  
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(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 165

specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
 
(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  
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(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 167

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network).  

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 
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(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

 
Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 

individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 
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Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another 
provider to its network, who has agreed to accept $150 for the emergency service. 

 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 
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pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that these rules regarding 

patient protections do not apply to grandfathered health plans). 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Office of Consumer Information and Insurance Oversight 

45 CFR Subtitle A 

For the reasons stated in the preamble, the Department of Health and Human Services amends 45 

CFR Subtitle A as follows: 

PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE 

1.  The authority citation for part 144 continues to read as follows: 

 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 

42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92. 

2.  Section  144.103 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 144.103 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 
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group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

Subpart B—Requirements Relating to Access and Renewability of Coverage, and 

Limitations on Preexisting Condition Exclusion Periods 

3.  Section 146.111(a)(1)(i) is revised to read as follows: 

§ 146.111 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 144.103 of this Part. 

* * * * * 

PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP 

AND INDIVIDUAL HEALTH INSURANCE MARKETS 

 4.  The authority citation for part 147 continues to read as follows:  

 Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 

USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended. 

5.  Add §147.108 to part 147 to read as follows: 

§ 147.108 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, may not impose any 

preexisting condition exclusion (as defined in § 144.103).   
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 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

146.111(a)(1)(ii)): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a 
preexisting condition exclusion because a denial of an application for coverage based on the fact 
that a condition was present before the date of denial is an exclusion of benefits based on a 
preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the rules of paragraph (a) of this section apply for plan years beginning on 

or after January 1, 2014; in the case of individual health insurance coverage, for policy years 

beginning, or applications denied, on or after January 1, 2014.   

(2) Early applicability date for children.  The rules of paragraph (a) of this section apply 

with respect to enrollees, including applicants for enrollment, who are under 19 years of age for 

plan years beginning on or after September 23, 2010; in the case of individual health insurance 

coverage, for policy years beginning, or applications denied, on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for 

determining the application of this section to grandfathered health plans (providing that a 

grandfathered health plan that is a group health plan or group health insurance coverage must 
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comply with the prohibition against preexisting condition exclusions; however, a grandfathered 

health plan that is individual health insurance coverage is not required to comply with PHS Act 

section 2704). 

(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples: 

Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-
year-old child in the group health plan maintained by F’s employer, with a first day of coverage 
of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more 
than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child 
was treated for asthma within the six-month period prior to the enrollment date and the plan 
imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year 
begins on January 1, 2011. 

 
(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the 

individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the 
application for coverage on March 1, 2011 because G’s 13-year-old child has autism. 

 
(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of 

family coverage in the individual market is a preexisting condition exclusion because the denial 
was based on the child’s autism, which was present before the date of denial of coverage.  
Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the 
applicability date of this section, the issuer is prohibited from imposing a preexisting condition 
exclusion with respect to G’s 13-year-old child. 

6.  Add §147.126 to part 147 to read as follows: 

§147.126 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group or individual health insurance 

coverage, may not establish any lifetime limit on the dollar amount of benefits for any 

individual. 
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(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group or individual 

health insurance coverage, may not establish any annual limit on the dollar amount of benefits 

for any individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group or 

individual health insurance coverage, from placing annual or lifetime dollar limits with respect to 

any individual on specific covered benefits that are not essential health benefits to the extent that 

such limits are otherwise permitted under applicable Federal or State law.  (The scope of 

essential health benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, from 

excluding all benefits for a condition.  However, if any benefits are provided for a condition, 

then the requirements of this section apply.  Other requirements of Federal or State law may 

require coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group 
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health plan, or a health insurance issuer offering group or individual health insurance coverage, 

may establish, for any individual, an annual limit on the dollar amount of benefits that are 

essential health benefits, provided the limit is no less than the amounts in the following schedule: 

(i) For a plan year (in the individual market, policy year) beginning on or after September 

23, 2010 but before September 23, 2011, $750,000. 

(ii) For a plan year (in the individual market, policy year) beginning on or after 

September 23, 2011 but before September 23, 2012, $1,250,000. 

(iii) For plan years (in the individual market, policy years) beginning on or after 

September 23, 2012 but before January 1, 2014, $2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy 

years) beginning before January 1, 2014, the Secretary  may establish a program under which the 

requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such 

period as is specified by the Secretary) for a group health plan or health insurance coverage that 

has an annual dollar limit on benefits below the restricted annual limits provided under paragraph 

(d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a 

significant decrease in access to benefits under the plan or health insurance coverage or would 

significantly increase premiums for the plan or health insurance coverage.   
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(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group or individual health 

insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits 

for any individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group or 

individual health insurance coverage on the first day of the first plan year (in the individual 

market, policy year) beginning on or after September 23, 2010 by reason of the application of 

this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group or individual health insurance coverage – 

described in paragraph (e)(1) of this section, the plan and the issuer are required to give the 

individual written notice that the lifetime limit on the dollar value of all benefits no longer 

applies and that the individual, if covered, is once again eligible for benefits under the plan.  

Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an 

enrolled individual is eligible for but not enrolled in any benefit package under the plan or health 

insurance coverage, then the plan and issuer must also give such an individual an opportunity to 

enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  

The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided 
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beginning not later than the first day of the first plan year (in the individual market, policy year) 

beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent (in the individual market, to the primary 

subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan 

or group health insurance coverage, the notices may be included with other enrollment materials 

that a plan distributes to employees, provided the statement is prominent.  For either notice, with 

respect to a group health plan or group health insurance coverage, if a notice satisfying the 

requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the 

notice with respect to that individual is satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

(in the individual market, policy year) beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if 

the individual would not be a participant once enrolled in the plan, the participant through whom 

the individual is otherwise eligible for coverage under the plan) must be offered all the benefit 

packages available to similarly situated individuals who did not lose coverage by reason of 

reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in 

benefits or cost-sharing requirements constitutes a different benefit package.  The individual also 

cannot be required to pay more for coverage than similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits. 
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(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing a timely written notice and enrollment opportunity to B that lasts at 
least 30 days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   

 
Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
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the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the 
group health plan will cease to be a grandfathered health plan and will be generally subject to all 
of the provisions of PHS Act sections 2701 through 2719A.   
 

Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has 
individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 
million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance 
coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  
In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage 
maintains the annual limit of $1 million dollars. 
 

(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an 
equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 
147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance 
coverage are not subject to the requirements of this section relating to annual limits, the issuer 
does not have to comply with this paragraph (e). 

 
 (f) Applicability date.  The provisions of this section apply for plan years (in 

the individual market, for policy years) beginning on or after September 23, 2010.  See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 

(providing that the prohibitions on lifetime and annual limits apply to all grandfathered health 

plans that are group health plans and group health insurance coverage, including the special rules 

regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health 

insurance coverage that is a grandfathered health plan but the rules on annual limits do not apply 

to individual health insurance coverage that is a grandfathered health plan). 

7.  Add  §147.128 to part 147 to read as follows: 
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§ 147.128 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group or individual health insurance coverage, must not rescind coverage under the 

plan, or under the policy, certificate, or contract of insurance, with respect to an individual 

(including a group to which the individual belongs or family coverage in which the individual is 

included) once the individual is covered under the plan or coverage, unless the individual (or a 

person seeking coverage on behalf of the individual) performs an act, practice, or omission that 

constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, 

as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must provide at least 30 days 

advance written notice to each participant (in the individual market, primary subscriber) who 

would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in 

the case of group coverage, whether the coverage is insured or self-insured, or whether the 

rescission applies to an entire group or only to an individual within the group.  (The rules of this 

paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  As another example, a 

cancellation that voids benefits paid up to a year before the cancellation is also a rescission for 

this purpose.  A cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  
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(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part and part 146.  The questionnaire includes the following question: “Is there anything else 
relevant to your health that we should know?”  A inadvertently fails to list that A visited a 
psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and 
seeks benefits under the plan.  On or around the same time, the issuer receives information about 
A’s visits to the psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Applicability date.  The provisions of this section apply for plan years 

(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 
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(providing that the rules regarding rescissions and advance notice apply to all grandfathered 

health plans). 

8.  Add  §147.138 to part 147 to read as follows: 

§ 147.138 Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group or individual health 

insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee 

of a participating primary care provider, then the plan or issuer must permit each participant, 

beneficiary, or enrollee to designate any participating primary care provider who is available to 

accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply 

with the rules of paragraph (a)(4) of this section by informing each participant (in the individual 

market, primary subscriber) of the terms of the plan or health insurance coverage regarding 

designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, requires 

or provides for the designation of a participating primary care provider for a child by a 
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participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or 

enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the 

child’s primary care provider if the provider participates in the network of the plan or issuer and 

is available to accept the child.  In such a case, the plan or issuer must comply with the rules of 

paragraph (a)(4) of this section by informing each participant (in the individual market, primary 

subscriber) of the terms of the plan or health insurance coverage regarding designation of a 

pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan, or a health insurance issuer offering group or individual health 
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insurance coverage, described in paragraph (a)(3)(ii) of this section may not require 

authorization or referral by the plan, issuer, or any person (including a primary care provider) in 

the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or 

gynecological care provided by a participating health care professional who specializes in 

obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of 

paragraph (a)(4) of this section by informing each participant (in the individual market, primary 

subscriber) that the plan may not require authorization or referral for obstetrical or gynecological 

care by a participating health care professional who specializes in obstetrics or gynecology.  The 

plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or 

issuer’s policies and procedures, including procedures regarding referrals and obtaining prior 

authorization and providing services pursuant to a treatment plan (if any) approved by the plan or 

issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in 

obstetrics or gynecology is any individual (including a person other than a physician) who is 

authorized under applicable State law to provide obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan, or a health insurance issuer offering 

group or individual health insurance coverage, is described in this paragraph (a)(3) if the plan or 

issuer— 
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 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant, beneficiary, or enrollee of a participating 

primary care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 
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Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee 

of a primary care provider, the plan or issuer must provide a notice informing each participant (in 

the individual market, primary subscriber) of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant, beneficiary, or enrollee can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  In the case of a group health plan or group health insurance coverage, the 

notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or 

issuer provides a participant with a summary plan description or other similar description of 

benefits under the plan or health insurance coverage.  In the case of individual health insurance 

coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever 

the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance. 
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(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants, beneficiaries, or enrollees, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant, beneficiary, or enrollee of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, provides any benefits 

with respect to services in an emergency department of a hospital, the plan or issuer must cover 

emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of 

this paragraph (b). 
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(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the 

cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the 

services were provided in-network.  However, a participant, beneficiary, or enrollee may be 

required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-

network provider charges over the amount the plan or issuer is required to pay under this 
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paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the 

requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service 

in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), 

(b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing 

requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  In determining the median described in the 

preceding sentence, the amount negotiated with each in-network provider is treated as a separate 

amount (even if the same amount is paid to more than one provider).  If there is no per-service 

amount negotiated with in-network providers (such as under a capitation or other similar 

payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is 

determined without reduction for out-of-network cost sharing that generally applies under the 

plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if 

a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-

network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total 
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(that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced 

by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced 

by the in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 

(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 
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Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 
services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   
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(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 
$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 
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 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

(in the individual market, policy years) beginning on or after September 23, 2010.    See 

§ 147.140 of this Part for determining the application of this section to grandfathered health 

plans (providing that these rules regarding patient protections do not apply to grandfathered 

health plans). 
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From: Weinheimer Russell E
To: Baum, Beth - EBSA; Mayhew, James A. (CMS/CPC); Corrigan, Dara (HHS/OHR); Kosin, Donald (HHS/OGC);

Knopf Kevin - OTP; Kevin Knopf - HOME; Levin Karen; Elizabeth Schumacher; Turner, Amy - EBSA; Kronick,
Richard (HHS/ASPE/HP); Seshamani, Meena (HHS/OHR); Sheingold, Steven (HHS/ASPE); Piacentini,  Joseph -
EBSA; Cosby, Chris - EBSA; Butikofer, James - EBSA

Subject: RE: 4-Pack Proofreading
Date: Saturday, June 19, 2010 3:02:52 PM
Attachments: 4-pack Omnibus cmmnts 19Jun2010.doc

Here are my comments.  I tried not to duplicate Jim's.  Good catch on the
addition in the table, Jim.

From: Baum, Beth - EBSA [mailto:baum.beth@dol.gov] 
Sent: Friday, June 18, 2010 6:05 PM
To: Mayhew, James A. (CMS/CPC); Corrigan, Dara (HHS/ASPE); Weinheimer Russell E; Kosin, Donald
(HHS/OGC); Knopf Kevin - OTP; Kevin Knopf - HOME; Levin Karen; Elizabeth Schumacher; Turner, Amy
- EBSA; richard.kronick@hhs.gov; Seshamani, Meena (HHS/ASPE); Sheingold, Steven (HHS/ASPE);
Piacentini, Joseph - EBSA; Cosby, Chris - EBSA; Butikofer, James - EBSA
Cc: Baum, Beth - EBSA
Subject: 4-Pack Proofreading

<<Pkg of 4 Omnibus 6.18.10 5pm clean.doc>> 
Hi everyone -

Attached is the final, clean document that has been uploaded in ROCIS for OMB clearance.  We will
deliver to OFR early Monday so we will have a little additional time to proofread over the weekend
since the pieces got put together quickly this afternoon.

This proofread is merely for typos, formatting, or other things that are totally wrong that we
absolutely must fix before the final document goes to OFR.  As we say in the Working Group, the
bar is extremely high for comments at this point in time, as OMB has cleared -- no substantive
changes should be made at this time.

To facilitate this process, please review the draft and circulate any comments you have to everyone on
this distribution list by Saturday night.  So I don't have to try to line up 10 different markups, please put
your comments in a separate Word document describing the location of each comment by page
number.  If there are conflicting comments or changes that we think need to be discussed, we'll have to
pull together a conference call on Sunday.

Thanks, 

Beth Baum
U.S. Department of Labor, Employee Benefit Security Administration
Office of Health Plan Standards and Compliance Assistance
Email: baum.beth@dol.gov
Phone: (202) 693-8345
Fax: (202) 219-1942
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REW Comments on 18 Jun 2010 Omnibus Final Four

p. 12, para. beg. w/ “The restriction on annual limits”,  revise first part of fifth line “beginning with taxable years beginning 2013” and insert “in” to replace stricken “beginning”

p. 15, bottom of page, para. beg. w/ “The restricted annual limits”, first sent., in text “ensure that, in the vast majority of cases, that” delete first “that”

p.28, carryover parenthetical sentence before para. beg. w/ “The second amount above is”, in the phrase “participant, beneficiary or enrollee” insert a comma after “beneficiary”


p. 30, toward bottom of page, at end of sentence beginning “Moreover, the requirements” and before the sentence beginning “For example,” there’s too much space between the sentences.


p. 32, first sentence in IV.A., delete reference to 2716 and description of it


p.104, carryover para., 2nd line, phrase “valued as $119” makes sense, but everywhere else in this part the phrase is “valued at [dollar value]”; replace “as” w/ “at”


p.104, para. beg. w/ “The associated cost burden”, in “material and mailing cost” add an S to cost


pp. 105, 106, 109, 113, 115, and 117:  replace “NEW” in PRA clearance numbers with actual numbers issued


p. 106, first para. (beg. w/ “The Departments assume”), “Department estimates” comes up three times in the last two-thirds of the para. and should be replaced w/ “Departments estimate” (shifting the S from the verb to the noun)


p. 108, fn 131:  change date at end from “June 15” to “June 17”; in citation, insert “34538” and delete instruction to insert cite


p. 130, paragraph (d), extra space before “(d)”


pp. 137, 160, 184, para. (a)(2) in the 2719A regs, we deviate from our custom of using the indefinite article before and setting off in commas “or health insurance issuer offering group [or individual] health insurance coverage”; add the “a” and the commas

pp. 138. 161, 185, para. (a)(3)(i)(A)  -- same comment as previous comment [note, doesn’t need to be changed in (a)(3)(i)(B) or (a)(4) because a shortened reference there]


pp. 139, 162, 186, para. (a)(3)(ii) – same comment


p. 148:  insert Treasury PRA numbers in the table
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Here are my track changes, which can be found on pages 2, 4, footnote on page 32, 39, 40, 42, 43,
53, 54, 64, 67, 74, 75, 110, 114, 118, 171, 173 and 178.
 
Most of these are citation changes.
 
Any questions, call me at 443-844-2404.
 

From: Baum, Beth - EBSA [mailto:baum.beth@dol.gov] 
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Attached is the final, clean document that has been uploaded in ROCIS for OMB clearance.  We will
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since the pieces got put together quickly this afternoon.

This proofread is merely for typos, formatting, or other things that are totally wrong that we
absolutely must fix before the final document goes to OFR.  As we say in the Working Group, the
bar is extremely high for comments at this point in time, as OMB has cleared -- no substantive
changes should be made at this time.

To facilitate this process, please review the draft and circulate any comments you have to everyone on
this distribution list by Saturday night.  So I don't have to try to line up 10 different markups, please put
your comments in a separate Word document describing the location of each comment by page
number.  If there are conflicting comments or changes that we think need to be discussed, we'll have to
pull together a conference call on Sunday.

Thanks, 

Beth Baum
U.S. Department of Labor, Employee Benefit Security Administration
Office of Health Plan Standards and Compliance Assistance
Email: baum.beth@dol.gov
Phone: (202) 693-8345
Fax: (202) 219-1942
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 

AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [OFR-INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].

Comment date.  Comments are due on or before [OFR-INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:

1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:



●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):



1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.



3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  


For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services

As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.


The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services



Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.


Table 1.1 Accounting Table


		TABLE 1.1--Accounting Table

		

		

		

		



		Benefits

		 

		 

		 

		 



		Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, OB/GYN, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 






		Costs

		 Estimate

		Year Dollar

		Discount Rate

		Period Covered




		Annualized Monetized ($millions/year)

		4.9 

		2010

		7%

		2011-2013



		

		4.9 

		2010

		3%

		2011-2013



		        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.



		Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  


 



		Transfers

		 

		 

		 

		 



		Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.





1. Need for Regulatory Action


a. Preexisting condition exclusions

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   


Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 


 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  

These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  


b. Lifetime and annual limits.


As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  


These new protections ensure that patients are not confronted with devastating health insurance costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 


These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health insurance coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA Section 2711, Lifetime and Annual Limits, earlier in this preamble.


c. Rescission.


As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  

Prior to the Affordable Care Act, thousands of Americans lost health insurance each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.

These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  


d. Patient Protections.


As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.


The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2)   copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 


This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


2. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.108)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   


Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a pre-existing condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.

It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  


The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.
  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  


The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 550,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 2.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010

		Parent’s insurance status

		Number of children 



		Parent has employer-sponsored insurance (ESI)

		190,000



		Parent offered ESI

		60,000



		Parent has individual market insurance 

		10,000



		Parent does not have private insurance*

		270,000



		No parent

		20,000



		Total 

		550,000





* Primarily parents who are uninsured, but also including a small number who have public coverage


Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   


The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  


At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  


While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    


As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.
   


Table 2.2 Estimated number of uninsured children gaining coverage 


		 

		Gain Employer-Sponsored Insurance

		Gain Individual Market Insurance

		Total



		High Take-Up

		10,000

		62,000

		72,000



		Medium Take-Up

		6,000

		45,000

		51,000



		Low take-Up

		2,000

		29,000

		31,000





Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 


The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.


c. Benefits  


The benefits of PHS Act Section 2704 and these interim final rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.


With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.


In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.


In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with pre-existing conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with pre-existing conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 


d. Costs and Transfers


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    

As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.
  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.


Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.


The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  


Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.

3. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.126)


a. Summary  

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, for policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan or policy year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a or policy plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan or policy year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  


The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years ( in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  

In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  

Table 3.1: Prevalence of Lifetime Limits


		Market

		Prevalence of Limit

		Number of Enrollees



		Large Group

		

		



		Under $1,000,000

		1%

		1,000,000



		$1,000,000 - $2,000,000

		18%

		18,700,000



		$2,000,000 or higher

		45%

		46,600,000



		No Limit

		37%

		38,300,000



		Small Group

		

		



		Under $1,000,000

		1%

		500,000



		$1,000,000 - $2,000,000

		12%

		6,300,000



		$2,000,000 or higher

		39%

		20,500,000



		No Limit

		48%

		25,200,000



		Individual

		

		



		Under $1,000,000

		2%

		200,000



		$1,000,000 - $2,000,000

		1%

		100,000



		$2,000,000 or higher

		86%

		8,400,000



		No Limit

		11%

		1,100,000





Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits

There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.

Table 3.2 Percent of plans employing annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual



		Under $250,000

		*

		0.4%

		0.4%



		$250,000 - 499,999

		*

		1.3%

		1.2%



		$500,000 – 999,999

		*

		1.7%

		1.6%



		$1,000,000 – 1,999,999

		2.3%

		5.5%

		12.0%



		$2,000,000 plus

		5.8%

		5.5%

		3.8%



		Total

		8.2%

		14.4%

		19.0%





* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 3.3 Number of persons subjected to annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual

		Total



		Under $250,000

		15,000

		225,000

		38,000

		278,000



		$250,000 - 499,999

		45,000

		675,000

		115,000

		835,000



		$500,000 – 999,999

		60,000

		900,000

		153,000

		1,113,000



		$1,000,000 – 1,999,999

		2,389,000

		2,869,000

		1,177,000

		6,435,000



		$2,000,000 plus

		6,041,000

		2,869,000

		377,000

		9,287,000



		Total

		8,550,000

		7,538,000

		1,860,000

		17,948,000





Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 


Considering these caveats, Table 3.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit


		

		Projected to ever exceed limit



		Current Lifetime Limit

		Percentage

		Number



		Under $1,000,000

		0.03- 0.06%

		550-1,050



		$1,000,000 to $1,999,999

		0.02%

		  4,500-5,000



		$2,000,000 plus

		0.02%

		  13,600-14,350 



		

		

		



		Current Annual Limit

		

		



		Under $250,000

		0.19-0.23%

		550-650



		$250,000 to $499,999

		0.08-0.10%

		650-850



		$500,000 to $999,000

		0.03-0.06%

		350-700



		$1,000,000 to $1,999,999

		0.02%

		1,150-1,300



		$2,000,000 or more 

		0.01-0.02%

		750-1,750



		

		

		





Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.

c. Benefits  

Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.


The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.


These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity.  


d. Costs and Transfers  

Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  


In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.


It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.



Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.

e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives

Section 2711(a)(2) of the PHS Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 


Table 3.5 Estimated premium impacts for a plan moving to a new annual limit


		Current Limit

		New Limit



		 

		People Subject to Current Limit

		 


$500k

		$750k

		$1 million

		$1.5 million

		$2 million



		$250k

		278,000

		3.7%

		5.1%

		6.1%

		6.2-6.4%

		6.2
-6.6%



		$500k

		835,000

		

		1.4%

		2.3%

		2.4-2.6%

		2.4-2.8%



		$750k

		1,113,000

		

		

		1.0%

		1.0-1.2%

		1.0-1.5%



		$1 million

		6,435,000

		

		

		

		0.1-0.3%

		0.1-0.5%



		$1.5 million

		9,287,000

		

		 

		 

		 

		0.04-0.2%





Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 

4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.128).


a. Summary 

As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  

The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.


c. Benefits  



There are many benefits that flow from this interim final rule, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.
  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.


Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 



This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.

d. Costs and Transfers  

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.

Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  

While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded may largely be paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.


5.  PHSA Section 2719A, Patient Protections (26 CFR 54.9815-2719A, 29 CFR 2590.715-2719A, 45 CFR 147.138)

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.


These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.


A.  Choice of Health Care Professional

1. Designation of Primary Care Provider

a. Summary.  

The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  

b. Estimated Number of Affected Entities.  

Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.


Section 2719A of the PHS  Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  

Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  


Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  

Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  

d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider

a. Summary.  

If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  

Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.


c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 

Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 

Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.


d. Costs and Transfers.  

Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.


3. Patient access to obstetrical and gynecological care

a. Summary.  

The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  


b. Estimated Number of Affected Entities.  

Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.

Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.


The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.


c. Benefits.  

This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.


To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  

One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.

B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  



2. Estimated Number of Affected Entities

This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.



Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 


3. Benefits

Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.


The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 

4. Costs and Transfers

The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    

C. Application to grandfathered health plans.  

As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.


6. Combined Effects of the Insurance Market Reforms

a. Summary 

The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  

This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market per year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  


b. Benefits


These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.

A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by either spending more on at-risk individuals or by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the Institute of Medicine.
  


These regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 

Considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity.
  The Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these regulations but that this benefit is currently nonquantifiable; they continue to explore the empirical question. 


The health benefits of the Affordable Care Act will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. For example, the Congressional Budget Office estimates that 32 million more individuals will have health insurance by 2019 as a result of the regulations. When compared with the estimated 76 thousand individuals directly affected by the rescissions, pre-existing condition exclusion, and annual and lifetime limit policies and the 1.2 million estimated to be acquiring coverage because of expanded coverage through age 26 on family policies, it is clear that the health benefits of the legislation will grow substantially in the years ahead. 


A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.



A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  

Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which leads to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  

The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”
 The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 


Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations might result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.


c. Costs and Transfers


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for pre-existing condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.

It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 

D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services


The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.


E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.


F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).

a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  


The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.



The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).



b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Department estimates that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.

Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 

OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement



As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 

 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.


The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 



The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows: 



Type of Review: New Collection



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.



Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


OMB Number: 1210-New; 1545-New



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents 262,000 (three year average).



Total Responses: 6,186,000 (three year average).


      
Frequency of Response: 
One time


      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).


2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.



a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147.126 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.



The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


Estimated Total Annual Burden Cost: $6,500.













b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490

Responses: 10,700.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 300 hours.


Estimated Total Annual Burden Cost: $5,200.

c. ICR related to Affordable Care Act  Patient Protections Disclosure



As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.

In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.



Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.



The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   




The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 10,600.



Responses: 2,067,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 2,700 hours.


Estimated Total Annual Burden Cost: $32,000.


If you comment on any of these information collection requirements, please do either of the following:  



1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 



2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,



Attention:  CMS Desk Officer, OCIIO-9994-IFC




Fax:  (202) 395‑6974; or 



Email:  OIRA_submission@omb.eop.gov


G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 


H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.


I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-


54.9815-2719AT...............................................................................................1545-


* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:


 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to part 147 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to part 147 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.
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� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.


� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.


� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.


� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.


� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).


� NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf


� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.





� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 Fed. Reg. 34537 (June 17, 2010). 


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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Donald (HHS/OGC); "Knopf Kevin - OTP"; "Kevin Knopf - HOME"; "Levin Karen"; "Elizabeth Schumacher";
"Turner, Amy - EBSA"; Kronick, Richard (HHS/ASPE/HP); Seshamani, Meena (HHS/OHR); Sheingold, Steven
(HHS/ASPE); "Piacentini,  Joseph - EBSA"; "Cosby, Chris - EBSA"; "Butikofer, James - EBSA"

Cc: Shaw, Adam (CMS/CM); Larsen, Steven (HHS/OCIIO)
Subject: RE: 4-Pack Proofreading
Date: Saturday, June 19, 2010 11:56:00 AM
Attachments: Pkg of 4 Omnibus 6 19 10 jam.doc

Here are my track changes, which can be found on pages 2, 4, footnote on page 32, 39, 40, 42, 43,
53, 54, 64, 67, 74, 75, 110, 114, 118, 171, 173 and 178.
 
Most of these are citation changes.
 
Any questions, call me at 443-844-2404.
 

From: Baum, Beth - EBSA [mailto:baum.beth@dol.gov] 
Sent: Friday, June 18, 2010 6:05 PM
To: Mayhew, James A. (CMS/CPC); Corrigan, Dara (HHS/ASPE);
Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV; Kosin, Donald (HHS/OGC); Knopf Kevin - OTP; Kevin
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EBSA; Cosby, Chris - EBSA; Butikofer, James - EBSA
Cc: Baum, Beth - EBSA
Subject: 4-Pack Proofreading
 

<<Pkg of 4 Omnibus 6.18.10 5pm clean.doc>> 
Hi everyone -

Attached is the final, clean document that has been uploaded in ROCIS for OMB clearance.  We will
deliver to OFR early Monday so we will have a little additional time to proofread over the weekend
since the pieces got put together quickly this afternoon.

This proofread is merely for typos, formatting, or other things that are totally wrong that we
absolutely must fix before the final document goes to OFR.  As we say in the Working Group, the
bar is extremely high for comments at this point in time, as OMB has cleared -- no substantive
changes should be made at this time.

To facilitate this process, please review the draft and circulate any comments you have to everyone on
this distribution list by Saturday night.  So I don't have to try to line up 10 different markups, please put
your comments in a separate Word document describing the location of each comment by page
number.  If there are conflicting comments or changes that we think need to be discussed, we'll have to
pull together a conference call on Sunday.

Thanks, 

Beth Baum
U.S. Department of Labor, Employee Benefit Security Administration
Office of Health Plan Standards and Compliance Assistance
Email: baum.beth@dol.gov
Phone: (202) 693-8345
Fax: (202) 219-1942

Obtained by Judicial Watch July 11, 2011 through FOIA 

mailto:/O=HHS EES/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS/CN=JAMES.MAYHEW.CMS86255063
mailto:baum.beth@dol.gov
mailto:Dara.Corrigan@hhs.gov
mailto:Russell.E.Weinheimer@IRSCOUNSEL.TREAS.GOV
mailto:Donald.Kosin@HHS.GOV
mailto:Donald.Kosin@HHS.GOV
mailto:Kevin.Knopf@do.treas.gov
mailto:kevin.paul.knopf@gmail.com
mailto:Karen.B.Levin@irscounsel.treas.gov
mailto:ehschumacher@gmail.com
mailto:Turner.Amy@dol.gov
mailto:Richard.Kronick@hhs.gov
mailto:/O=HHS EES/OU=First Administrative Group/cn=Recipients/cn=Meena.Seshamani.OS
mailto:Steven.Sheingold@HHS.GOV
mailto:Steven.Sheingold@HHS.GOV
mailto:Piacentini.Joseph@dol.gov
mailto:Cosby.Chris@dol.gov
mailto:Butikofer.James@dol.gov
mailto:adam.shaw@cms.hhs.gov
mailto:Steven.Larsen@hhs.gov

[Billing Codes: 4830-01-P; 4510-29-P; 4120-01-P]


DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Parts 54 and 602
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DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight
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45 CFR Parts 144, 146, and 147


RIN 0991-AB69

Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 

AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [OFR-INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].

Comment date.  Comments are due on or before [OFR-INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:

1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:



●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):



1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.



3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  


For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services

As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.


The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services



Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.


Table 1.1 Accounting Table


		TABLE 1.1--Accounting Table

		

		

		

		



		Benefits

		 

		 

		 

		 



		Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, OB/GYN, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 






		Costs

		 Estimate

		Year Dollar

		Discount Rate

		Period Covered




		Annualized Monetized ($millions/year)

		4.9 

		2010

		7%

		2011-2013



		

		4.9 

		2010

		3%

		2011-2013



		        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.



		Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  


 



		Transfers

		 

		 

		 

		 



		Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.





1. Need for Regulatory Action


a. Preexisting condition exclusions

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   


Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 


 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  

These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  


b. Lifetime and annual limits.


As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  


These new protections ensure that patients are not confronted with devastating health insurance costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 


These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health insurance coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA Section 2711, Lifetime and Annual Limits, earlier in this preamble.


c. Rescission.


As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  

Prior to the Affordable Care Act, thousands of Americans lost health insurance each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.

These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  


d. Patient Protections.


As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.


The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2)   copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 


This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


2. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.108)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   


Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage based on a pre-existing condition exclusion if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.

It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  


The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.
  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  


The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 550,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 2.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010

		Parent’s insurance status

		Number of children 



		Parent has employer-sponsored insurance (ESI)

		190,000



		Parent offered ESI

		60,000



		Parent has individual market insurance 

		10,000



		Parent does not have private insurance*

		270,000



		No parent

		20,000



		Total 

		550,000





* Primarily parents who are uninsured, but also including a small number who have public coverage


Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   


The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.
  


At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  


While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    


As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.
   


Table 2.2 Estimated number of uninsured children gaining coverage 


		 

		Gain Employer-Sponsored Insurance

		Gain Individual Market Insurance

		Total



		High Take-Up

		10,000

		62,000

		72,000



		Medium Take-Up

		6,000

		45,000

		51,000



		Low take-Up

		2,000

		29,000

		31,000





Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 


The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.


c. Benefits  


The benefits of PHS Act Section 2704 and these interim final rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.


With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.


In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.


In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with pre-existing conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with pre-existing conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 


d. Costs and Transfers


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    

As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.
  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.


Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.


The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  


Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.

3. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.126)


a. Summary  

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, for policy years) beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan or policy year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a or policy plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan or policy year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  


The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years ( in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  

In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  

Table 3.1: Prevalence of Lifetime Limits


		Market

		Prevalence of Limit

		Number of Enrollees



		Large Group

		

		



		Under $1,000,000

		1%

		1,000,000



		$1,000,000 - $2,000,000

		18%

		18,700,000



		$2,000,000 or higher

		45%

		46,600,000



		No Limit

		37%

		38,300,000



		Small Group

		

		



		Under $1,000,000

		1%

		500,000



		$1,000,000 - $2,000,000

		12%

		6,300,000



		$2,000,000 or higher

		39%

		20,500,000



		No Limit

		48%

		25,200,000



		Individual

		

		



		Under $1,000,000

		2%

		200,000



		$1,000,000 - $2,000,000

		1%

		100,000



		$2,000,000 or higher

		86%

		8,400,000



		No Limit

		11%

		1,100,000





Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits

There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.

Table 3.2 Percent of plans employing annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual



		Under $250,000

		*

		0.4%

		0.4%



		$250,000 - 499,999

		*

		1.3%

		1.2%



		$500,000 – 999,999

		*

		1.7%

		1.6%



		$1,000,000 – 1,999,999

		2.3%

		5.5%

		12.0%



		$2,000,000 plus

		5.8%

		5.5%

		3.8%



		Total

		8.2%

		14.4%

		19.0%





* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 3.3 Number of persons subjected to annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual

		Total



		Under $250,000

		15,000

		225,000

		38,000

		278,000



		$250,000 - 499,999

		45,000

		675,000

		115,000

		835,000



		$500,000 – 999,999

		60,000

		900,000

		153,000

		1,113,000



		$1,000,000 – 1,999,999

		2,389,000

		2,869,000

		1,177,000

		6,435,000



		$2,000,000 plus

		6,041,000

		2,869,000

		377,000

		9,287,000



		Total

		8,550,000

		7,538,000

		1,860,000

		17,948,000





Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 


Considering these caveats, Table 3.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit


		

		Projected to ever exceed limit



		Current Lifetime Limit

		Percentage

		Number



		Under $1,000,000

		0.03- 0.06%

		550-1,050



		$1,000,000 to $1,999,999

		0.02%

		  4,500-5,000



		$2,000,000 plus

		0.02%

		  13,600-14,350 



		

		

		



		Current Annual Limit

		

		



		Under $250,000

		0.19-0.23%

		550-650



		$250,000 to $499,999

		0.08-0.10%

		650-850



		$500,000 to $999,000

		0.03-0.06%

		350-700



		$1,000,000 to $1,999,999

		0.02%

		1,150-1,300



		$2,000,000 or more 

		0.01-0.02%

		750-1,750



		

		

		





Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.

c. Benefits  

Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.


The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.


These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity.  


d. Costs and Transfers  

Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  


In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.


It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.



Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.

e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives

Section 2711(a)(2) of the PHS Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 


Table 3.5 Estimated premium impacts for a plan moving to a new annual limit


		Current Limit

		New Limit



		 

		People Subject to Current Limit

		 


$500k

		$750k

		$1 million

		$1.5 million

		$2 million



		$250k

		278,000

		3.7%

		5.1%

		6.1%

		6.2-6.4%

		6.2
-6.6%



		$500k

		835,000

		

		1.4%

		2.3%

		2.4-2.6%

		2.4-2.8%



		$750k

		1,113,000

		

		

		1.0%

		1.0-1.2%

		1.0-1.5%



		$1 million

		6,435,000

		

		

		

		0.1-0.3%

		0.1-0.5%



		$1.5 million

		9,287,000

		

		 

		 

		 

		0.04-0.2%





Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 

4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.128).


a. Summary 

As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  

The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.


c. Benefits  



There are many benefits that flow from this interim final rule, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.
  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.


Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 



This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.

d. Costs and Transfers  

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.

Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  

While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded may largely be paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.


5.  PHSA Section 2719A, Patient Protections (26 CFR 54.9815-2719A, 29 CFR 2590.715-2719A, 45 CFR 147.138)

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.


These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.


A.  Choice of Health Care Professional

1. Designation of Primary Care Provider

a. Summary.  

The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  

b. Estimated Number of Affected Entities.  

Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.


Section 2719A of the PHS  Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  

Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  


Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  

Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  

d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider

a. Summary.  

If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  

Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.


c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 

Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 

Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.


d. Costs and Transfers.  

Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.


3. Patient access to obstetrical and gynecological care

a. Summary.  

The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  


b. Estimated Number of Affected Entities.  

Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.

Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.


The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.


c. Benefits.  

This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.


To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  

One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.

B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  



2. Estimated Number of Affected Entities

This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.



Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 


3. Benefits

Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.


The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 

4. Costs and Transfers

The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    

C. Application to grandfathered health plans.  

As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.


6. Combined Effects of the Insurance Market Reforms

a. Summary 

The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  

This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market per year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  


b. Benefits


These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.

A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by either spending more on at-risk individuals or by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the Institute of Medicine.
  


These regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 

Considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity.
  The Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these regulations but that this benefit is currently nonquantifiable; they continue to explore the empirical question. 


The health benefits of the Affordable Care Act will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. For example, the Congressional Budget Office estimates that 32 million more individuals will have health insurance by 2019 as a result of the regulations. When compared with the estimated 76 thousand individuals directly affected by the rescissions, pre-existing condition exclusion, and annual and lifetime limit policies and the 1.2 million estimated to be acquiring coverage because of expanded coverage through age 26 on family policies, it is clear that the health benefits of the legislation will grow substantially in the years ahead. 


A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.



A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  

Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which leads to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  

The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”
 The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 


Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations might result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.


c. Costs and Transfers


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for pre-existing condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.

It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 

D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services


The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.


E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.


F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).

a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  


The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.



The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).



b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Department estimates that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.

Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 

OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement



As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 

 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.


The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 



The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows: 



Type of Review: New Collection



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.



Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


OMB Number: 1210-New; 1545-New



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents 262,000 (three year average).



Total Responses: 6,186,000 (three year average).


      
Frequency of Response: 
One time


      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).


2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.



a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147.126 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.



The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


Estimated Total Annual Burden Cost: $6,500.













b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490

Responses: 10,700.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 300 hours.


Estimated Total Annual Burden Cost: $5,200.

c. ICR related to Affordable Care Act  Patient Protections Disclosure



As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.

In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.



Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.



The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   




The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 10,600.



Responses: 2,067,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 2,700 hours.


Estimated Total Annual Burden Cost: $32,000.


If you comment on any of these information collection requirements, please do either of the following:  



1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 



2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,



Attention:  CMS Desk Officer, OCIIO-9994-IFC




Fax:  (202) 395‑6974; or 



Email:  OIRA_submission@omb.eop.gov


G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 


H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.


I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.


List of Subjects


26 CFR Part 54


Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping requirements.


26 CFR Part 602


Reporting and recordkeeping requirements.

29 CFR Part 2590

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health care, Health insurance, Medical child support, Reporting and recordkeeping requirements.


45 CFR Parts 144, 146, and 147

Health care, Health insurance, Reporting and recordkeeping requirements, and State regulation of health insurance.
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26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-


54.9815-2719AT...............................................................................................1545-


* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:


 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to part 147 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to part 147 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.


� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 


� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.


� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.


� Affordable Care ActPPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  


� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.


� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.


� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf


� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html


� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.


� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.


� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.


� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.


� NAIC Rescission Data Call, December 17, 2009, p.1.


� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).


� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf


� These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. 


� We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (�HYPERLINK "http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf"�http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf�)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. 


� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.


� The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132


� Ibid.


� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: �HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051"�http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 


� Uninsured children are at least 70% more likely than insured children to not receive


medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.


� Ibid.


� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: �HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132"�http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�


� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf


� �HYPERLINK "http://content.healthaffairs.org/cgi/reprint/25/2/w93"�http://content.healthaffairs.org/cgi/reprint/25/2/w93�, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1


� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4


� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325


� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf


� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf


� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK "http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf"�http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 


� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 


� From the Departments’ analysis of MEPS data.  


� The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  


� �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  


� PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.


� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 


� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.





� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.


� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.





� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.


� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).


� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf
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� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.


� Numbers calculated from Table 2.4 may differ due to rounding.


� If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.
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� 2009 Current Population Survey.
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� NAIC Rescission Data Call, December 17, 2009, p.1.
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� This point is discussed further in the summary section below.  
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� The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit
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� While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).
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� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.





� The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).


� The interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit
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� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.


� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at �HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx"�http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).
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� This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.





� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 Fed. Reg. 34537 (June 17, 2010). 


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 

AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].

Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:

1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:



●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):



1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9991-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.



3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9991-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  


For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


IV. Economic Impact and Paperwork Burden


A.  Summary--Department of Labor and Department of Health and Human Services

As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). 
  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.
    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.


The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  


B.  Executive Order 12866--Department of Labor and Department of Health and Human Services



Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.


Table 1.1 Accounting Table


		TABLE 1.1--Accounting Table

		

		

		

		



		Benefits

		 

		 

		 

		 



		Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-provider relationships, resulting in decreased malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, OB/GYN, and emergency services is likely to reduce administrative and time burdens on both patients and physicians, while improving health outcomes by allowing quicker access to medical services when necessary. 






		Costs

		 Estimate

		Year Dollar

		Discount Rate

		Period Covered




		Annualized Monetized ($millions/year)

		4.9 

		2010

		7%

		2011-2013



		

		4.9 

		2010

		3%

		2011-2013



		        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group or individual health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.



		Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting conditions and individuals subject to rescissions will likely increase overall health care costs, given that these groups tend to have high cost conditions and require more costly care than average.  


 



		Transfers

		 

		 

		 

		 



		Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.





1. Need for Regulatory Action


a. Preexisting condition exclusions

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the Affordable Care Act, prohibits group health plans and health insurance issuers offering group or individual health insurance from imposing any preexisting condition exclusion.  This new protection applies to children who are under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this provision applies for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   


Preexisting conditions affect millions of Americans and include a broad range of conditions from heart disease – which affects one in three adults
 – or cancer – which affects 11 million Americans
 -- to relatively minor conditions like hay fever, asthma, or previous sports injuries.
 


 Denials of benefits or coverage based on a preexisting condition make adequate health insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge higher premiums, and/or deny benefits for a preexisting condition.
  

These interim final regulations are necessary to amend the Departments’ existing regulations to implement this statutory provision, which was enacted by Congress to ensure that quality health coverage is available to more Americans without the imposition of a preexisting condition exclusion.  


b. Lifetime and annual limits.


As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime limits on the dollar value of health benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the levels discussed earlier in this preamble.  


These new protections ensure that patients are not confronted with devastating health insurance costs because they have exhausted their health coverage when faced with a serious medical condition.  For example, in one recent national survey, ten percent of all cancer patients reported that they reached a benefit limit in their insurance policy and were forced to seek alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 


These interim final regulations are necessary to amend the Departments’ existing regulations to implement the statutory provisions with respect to annual and lifetime limits that Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive illnesses have access to quality health coverage.  The provisions of the regulations regarding restricted annual limits function as a type of transition rule, providing for staged implementation and helping ensure against adverse impacts on premiums or the offering of health insurance coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA Section 2711, Lifetime and Annual Limits, earlier in this preamble.


c. Rescission.


As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the Affordable Care Act to prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from rescinding coverage except in the case of fraud or intentional misrepresentation of material fact.  

Prior to the Affordable Care Act, thousands of Americans lost health insurance each year due to rescission. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, if the policyholders become sick and file expensive claims, insurance companies then initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care. 

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.

These interim final regulations implement the statutory provision enacted by Congress to protect the most vulnerable Americans, those that incur substantial medical expenses due to a serious medical condition, from financial devastation by ensuring that such individuals do not unjustly lose health coverage by rescission.  


d. Patient Protections.


As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the Affordable Care Act to require group health plans and health insurance issuers offering group or individual health insurance coverage to ensure choice of health care professionals and greater access to benefits for emergency services.  As discussed in more detail below, provider choice is a strong predictor of patient trust in a provider, and patient-provider trust can increase health promotion and therapeutic effects.
 Studies also have found that patients tend to experience better quality health care if they have long-term relationships with their health care provider.


The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered group health plans and health insurance issuers that cover emergency services to cover such services without prior authorization and without regard to whether the health care provider providing the services is a participating network provider, and (2)   copayments and coinsurance for out-of-network emergency care not to exceed the cost-sharing requirements that would have been imposed if the services were provided in-network.  These provisions will ensure that patients get emergency care when they need it, especially in situations where prior authorization cannot be obtained due to exigent circumstances or an in-network provider is not available to provide the services.  It also will protect patients from the substantial financial burden that can be imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-network emergency care. 


This regulation is necessary to implement the statutory provision enacted by Congress to provide these essential patient protections. 


2. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704)


a. Summary  


As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.   


Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.


In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.


b. Estimated Number of Affected Individuals  


In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.


The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  


There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.

It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.
  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.  


The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.
  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.  


The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance.  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   


Table 2.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010

		Parent’s insurance status

		Number of children 



		Parent has employer-sponsored insurance (ESI)

		190,000



		Parent offered ESI

		60,000



		Parent has individual market insurance 

		10,000



		Parent does not have private insurance*

		270,000



		No parent

		20,000



		Total 

		540,000





* Primarily parents who are uninsured, but also including a small number who have public coverage


Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.   


The group most likely to be affected by this interim final regulation is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access coverage due to these interim final regulations.
  


At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  


Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  


In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.
  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.  


While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.
  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    


As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of this interim final regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.
   


Table 2.2 Estimated number of uninsured children gaining coverage 


		 

		Gain Employer-Sponsored Insurance

		Gain Individual Market Insurance

		Total



		High Take-Up

		10,000

		62,000

		72,000



		Medium Take-Up

		6,000

		45,000

		51,000



		Low take-Up

		2,000

		29,000

		31,000





Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010. 


The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of this interim final regulation, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).
  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd.


c. Benefits  


The benefits of PHS Act Section 2704 and these interim final rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job lock,” as described below.  


Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.
  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.
  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.


With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.
  Insured children are less likely to experience avoidable hospital stays than uninsured children
 and, when hospitalized, insured children are at less risk of dying.
  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.
  And health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.


In addition to their benefits relating to access to care, health, and well-being of children, these interim final rules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.
  In cases where medical expenses are substantial, families may no longer need to spend down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.
  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.
  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.
  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.
  Reduced reliance on these programs under these interim final rules will benefit families, state and federal governments and, by extension, taxpayers.


In addition, these interim final rules may reduce instances of “job lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.
  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.
  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below. 


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity.”   Requiring health insurers to provide coverage to children with pre-existing conditions will, as described below, result in a small increase in premium for relatively healthy adults and children, and a large increase in health and financial security for children with pre-existing conditions and their parents.  This transfer is a meaningful increase in equity, and is a benefit of these interim final regulations. 


d. Costs and Transfers


Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.
  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.    

As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  


The Departments expect that this regulation will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  


In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing condition is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.
  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.
  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating.


Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. 
  In a few years, most children who would have been covered with a condition waiver in the absence of this interim final regulation are expected to be in new policies in any case.


The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.
  


Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of a percent over the next few years.  


In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.

3. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 2590.715-2711, 45 CFR 147.2711)


a. Summary  

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  


For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”
  Based on this Congressional directive, the interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.  


The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.


b. Estimated Number of Affected Entities  

In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.
  

Table 3.1: Prevalence of Lifetime Limits


		Market

		Prevalence of Limit

		Number of Enrollees



		Large Group

		

		



		Under $1,000,000

		1%

		1,000,000



		$1,000,000 - $2,000,000

		18%

		18,700,000



		$2,000,000 or higher

		45%

		46,600,000



		No Limit

		37%

		38,300,000



		Small Group

		

		



		Under $1,000,000

		1%

		500,000



		$1,000,000 - $2,000,000

		12%

		6,300,000



		$2,000,000 or higher

		39%

		20,500,000



		No Limit

		48%

		25,200,000



		Individual

		

		



		Under $1,000,000

		2%

		200,000



		$1,000,000 - $2,000,000

		1%

		100,000



		$2,000,000 or higher

		86%

		8,400,000



		No Limit

		11%

		1,100,000





Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits

There are scant data on annual limits on which to base this impact analysis. Table 3.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by this interim final rule.
  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.
  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets.

Table 3.2 Percent of plans employing annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual



		Under $250,000

		*

		0.4%

		0.4%



		$250,000 - 499,999

		*

		1.3%

		1.2%



		$500,000 – 999,999

		*

		1.7%

		1.6%



		$1,000,000 – 1,999,999

		2.3%

		5.5%

		12.0%



		$2,000,000 plus

		5.8%

		5.5%

		3.8%



		Total

		8.2%

		14.4%

		19.0%





* Less than 0.1%


Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


Table 3.3 Number of persons subjected to annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual

		Total



		Under $250,000

		15,000

		225,000

		38,000

		278,000



		$250,000 - 499,999

		45,000

		675,000

		115,000

		835,000



		$500,000 – 999,999

		60,000

		900,000

		153,000

		1,113,000



		$1,000,000 – 1,999,999

		2,389,000

		2,869,000

		1,177,000

		6,435,000



		$2,000,000 plus

		6,041,000

		2,869,000

		377,000

		9,287,000



		Total

		8,550,000

		7,538,000

		1,860,000

		17,948,000





Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits


It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.
 


Considering these caveats, Table 3.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.
  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year. 

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit


		

		Projected to ever exceed limit



		Current Lifetime Limit

		Percentage

		Number



		Under $1,000,000

		0.03- 0.06%

		550-1,050



		$1,000,000 to $1,999,999

		0.02%

		  4,500-5,000



		$2,000,000 plus

		0.02%

		  13,600-14,350 



		

		

		



		Current Annual Limit

		

		



		Under $250,000

		0.19-0.23%

		550-650



		$250,000 to $499,999

		0.08-0.10%

		650-850



		$500,000 to $999,000

		0.03-0.06%

		350-700



		$1,000,000 to $1,999,999

		0.02%

		1,150-1,300



		$2,000,000 or more 

		0.01-0.02%

		750-1,750



		

		

		





Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.

c. Benefits  

Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out of pocket.  These limits particularly affect people with high-cost conditions,
 which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.
  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, this interim final rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, this interim final rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section.


The interim final rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.
  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.
  By ensuring continuation of coverage, this interim final rule benefits the health and the economic well-being of enrollees.


These rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.


Executive Order 12866 explicitly requires agencies to take account of “distributive impacts” and “equity,” and these considerations help to motivate the relevant statutory provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual limits assures that insurance will perform the function for which it was designed – namely, protecting health and financial well being for those most in need of care.  This represents a meaningful improvement in equity.  


d. Costs and Transfers  

Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to this interim final rule, preventing more precise estimations of effects.  


In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholder.  As discussed in the impact analysis for Section 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.


It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.



Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for Section 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.

e. Enrollment Opportunity


These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 


f. Alternatives

Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  


As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.


Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  


The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  


Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 3.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could be expected to help an estimated 2,700 to 3,500 people
 who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that the interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today. 


Table 3.5 Estimated premium impacts for a plan moving to a new annual limit


		Current Limit

		New Limit



		 

		People Subject to Current Limit

		 


$500k

		$750k

		$1 million

		$1.5 million

		$2 million



		$250k

		278,000

		3.7%

		5.1%

		6.1%

		6.2-6.4%

		6.2
-6.6%



		$500k

		835,000

		

		1.4%

		2.3%

		2.4-2.6%

		2.4-2.8%



		$750k

		1,113,000

		

		

		1.0%

		1.0-1.2%

		1.0-1.5%



		$1 million

		6,435,000

		

		

		

		0.1-0.3%

		0.1-0.5%



		$1.5 million

		9,287,000

		

		 

		 

		 

		0.04-0.2%





Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 

4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 147.2712).


a. Summary 

As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  



PHS Act Section 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,
 rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   

When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.


b. Estimated Number of Affected Entities  

The Departments assume that these interim final rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.
  By creating a new Federal standard governing when policies can be rescinded, the Departments expect the interim final rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.
  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.
  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force
.  This estimate implies there are approximately 10,700 rescissions per year.


c. Benefits  



There are many benefits that flow from this interim final rule, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.
  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average.


Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.
  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.
 



This interim final rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.
  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care.

d. Costs and Transfers  

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under the interim final rule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.


To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.

Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could be rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  

While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.


The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for one percent of claims. Depending on the percentage of rescissions that no longer occur as a result of this interim final rule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 


Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by the interim final regulation, plans will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.
 This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded may largely be paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent.


5.  PHSA Section 2719A, Patient Protections 

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.
  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below.


These rules generally are effective for plan year (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.


A.  Choice of Health Care Professional

1. Designation of Primary Care Provider

a. Summary.  

The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  

b. Estimated Number of Affected Entities.  

Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,
 accounting for more than 32.3 million enrollees,
 of whom about 40 percent have their primary care provider serve as a gatekeeper.
  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.


Section 2719A of the Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from the interim final rule.  From conversations with industry experts the Departments expect, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.


c. Benefits.  

Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.
  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.
  As well, studies show that better patient-provider trust results in improved medication adherence.
  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.
 Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.
  


Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.
  

Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.
  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.
  Patients that have a usual source of care tend to also have fewer hospital admissions.
  

d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.


There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.


2. Designation of Pediatrician as Primary Care Provider

a. Summary.  

If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  


b. Estimated Number of Affected Entities.  

Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.


c.  Benefits.  


By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.


In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.
  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.
  Relatedly, at least two states have laws providing children immediate access to pediatricians.
 

Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.
  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.
  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.
 

Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which industry experts suggest would be small.


d. Costs and Transfers.  

Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  


Any transfers associated with this interim final rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.


3. Patient access to obstetrical and gynecological care

a. Summary.  

The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.
  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.  


b. Estimated Number of Affected Entities.  

Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.
  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.
 Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.
  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care.

Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.
  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN.


The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.


c. Benefits.  

This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.


Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.
  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.


To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  


4. Costs and Transfers.  

One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.


5. Transfers Associated with the Rule.  


To the extent this interim final rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.

B.  Coverage of Emergency Services


1. Summary.  


Section 2719A of the Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in a emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  


Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  



2. Estimated Number of Affected Entities

This interim final rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  The interim final rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.


The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangement that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.



Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.
 While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.
  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller. 


3. Benefits

Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the person’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. This interim final rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.


The interim final rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  


 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 

4. Costs and Transfers

The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.


The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    

C. Application to grandfathered health plans.  

As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


D.  Patient Protection Disclosure Requirement


The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $6.1 in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.


6. Combined Effects of the Insurance Market Reforms

a. Summary 

The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  

This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, the Departments estimate there are approximately 10,700 rescissions of policies in the individual market per year, and these interim final regulations are expected to reduce this number substantially.
  And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.  


b. Benefits


These regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.

A first type of benefit is reductions in mortality and morbidity.  While the empirical literature leaves many questions unresolved, a growing body of evidence convincingly demonstrates that health can be improved  by either spending more on at-risk individuals or by expanding health insurance coverage.  For example, Almond et al.
 find that newborns classified just below a medical threshold for “very low birthweight” have lower mortality rates than newborns classified as just above the threshold, despite an association between low birth weight and higher mortality in general, because they tend to receive additional medical care. In a study of severe automobile accidents, Doyle
 found that uninsured individuals receive less care and have a substantially higher mortality rate. Currie and Gruber
 found that increased eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et al.
 found that individuals just old enough to qualify for coverage have lower mortality rates – despite similar illness severity – than do those just too young for eligibility. Finally, a report by the Institute of Medicine (IOM)
 found mortality risks for uninsured individuals that were 25 percent higher than those of observably similar insured individuals. In addition to the prospect that expanded insurance coverage will result in reductions in mortality, it will almost certainly  substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley and the Institute of Medicine.
  


These regulations will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are on average in worse health and thus likely to benefit even more from insurance coverage than uninsured individuals in general. 

Considerable uncertainty surrounds any specific estimate of the effect of expanded coverage on mortality and morbidity.
  The Departments conclude that reductions in mortality and morbidity are likely to be a significant benefit of these regulations but that this benefit is currently nonquantifiable; they continue to explore the empirical question. 


The health benefits of the Affordable Care Act will become substantially greater in 2014 and subsequent years, when millions of additional individuals will obtain health insurance coverage. For example, the Congressional Budget Office estimates that 32 million more individuals will have health insurance by 2019 as a result of the regulations. When compared with the estimated 76 thousand individuals directly affected by the rescissions, pre-existing condition exclusion, and annual and lifetime limit policies and the 1.2 million estimated to be acquiring coverage because of expanded coverage through age 26 on family policies, it is clear that the health benefits of the legislation will grow substantially in the years ahead. 


A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.
  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.
  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes.



A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.
  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since job lock prevents workers from pursuing jobs with potentially higher salaries.
  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.  

Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which leads to higher premiums for private insurance.  The insurance market regulations will help expand the number of individuals who are insured and reduce the likelihood that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  

The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”
 The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate. 


Second, on the basis of the economics literature on the subject,
 the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care (with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid for by public sources, and 25 percent would have been paid for by private sources.  If reductions in privately-financed uncompensated care are passed on in the form of lower prices charged by hospitals, and result in lower insurance premiums charged to consumers, then the Departments estimate that increased insurance coverage for the vulnerable populations affected by these interim final regulations might result in reductions in insurance premiums of up to $1 billion in 2013.
 There would also be corresponding decreases in public expenditure as uncompensated care is reduced.


c. Costs and Transfers


Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 


The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have approximately one-half of one percent impact on premiums in the group market and less than a one percent impact on premiums in the individual market.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for the grandfathered market.  Although precise estimates of the effects of restricting rescissions and expanding patient protections are even more difficult to make than for pre-existing condition exclusions or annual and lifetime limits, the Departments’ analysis suggest that the effects of restricting rescissions will be no more than a few tenths of one percent of premium, and that patient protections will increase premiums by less than one tenth of one percent.

It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    


This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  


Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 

D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services


The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 


Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the impact on small entities.


E.  Special Analyses—Department of the Treasury


Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.


F.  Paperwork Reduction Act


1. Department of Labor and Department of Treasury 


As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.


Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:


· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;


· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;


· Enhance the quality, utility, and clarity of the information to be collected; and 


· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.


    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).

a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.  


The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000.



The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.


The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  


Type of Review: New collection.


Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.


OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 315.


Total Responses: 29,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).



b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans.
  Based on these numbers the Department estimates that approximately 100 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.

Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 


Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 

OMB Number: 1210–NEW; 1545–NEW.


Affected Public: Business or other for-profit; not-for-profit institutions.


Total Respondents: 100.


Total Responses: 1,600.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).


Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).


c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement



As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 

 
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.
  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
 Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year.


The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  


Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 



The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows: 



Type of Review: New Collection



Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.



Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.


OMB Number: 1210-New; 1545-New



Affected Public: Business or other for-profit; not-for-profit institutions.



Total Respondents 262,000 (three year average).



Total Responses: 6,186,000 (three year average).


      
Frequency of Response: 
One time


      
Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).


      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).


2. Department of Health and Human Services


As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements under the Paperwork Reduction Act. Each of these requirements is discussed in detail below.



a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  


Section 45 CFR 147.2711 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.
 


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.



The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits


OMB Number: 0938–NEW.


Affected Public: Business; State, Local, or Tribal Governments.


Respondents: 630.


Responses: 13,000.


Frequency of Response: One-time.


Estimated Total Annual Burden Hours: 1,300 hours.


Estimated Total Annual Burden Cost: $6,500.

If you comment on this information collection and recordkeeping requirements, please do either of the following:  



1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 



2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,



Attention:  CMS Desk Officer, 4140-IFC




Fax:  (202) 395‑6974; or 



Email:  OIRA_submission@omb.eop.gov



b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.


This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policy holders in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.
  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $5,200.
  

These paperwork burden estimates are summarized as follows:


Type of Review: New collection.


Agency: Department of Health and Human Services.

Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 


OMB Number: 0938–NEW.


Affected Public: For Profit Business.


Respondents: 490

Responses: 10,700.


Frequency of Response: Occasionally.


Estimated Total Annual Burden Hours: 300 hours.


Estimated Total Annual Burden Cost: $5,200.

c. ICR related to Affordable Care Act  Patient Protections Disclosure



As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care physician or usually requiring a referral from a primary care physician before receiving care from a specialist.  These requirements are information collection requirements under the PRA.

In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.



Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.



The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 


Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   




The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.



These paperwork burden estimates are summarized as follows:



Type of Review: New collection.



Agency: Department of Health and Human Services.

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.



OMB Number: 0938–NEW.



Affected Public: Business; State, Local, or Tribal Governments.



Respondents: 10,600.



Responses: 2,067,000.



Frequency of Response: One-time.



Estimated Total Annual Burden Hours: 2,700 hours.


Estimated Total Annual Burden Cost: $32,000.


If you comment on any of these information collection requirements, please do either of the following:  



1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 



2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,



Attention:  CMS Desk Officer, 4140-IFC




Fax:  (202) 395‑6974; or 



Email:  OIRA_submission@omb.eop.gov


G.  Congressional Review Act


These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 


H.  Unfunded Mandates Reform Act


The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.


I.  Federalism Statement--Department of Labor and Department of Health and Human Services


Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.


In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 


In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan


as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 


In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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Internal Revenue Service


26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-


54.9815-2719AT...............................................................................................1545-


* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the department of Health and Human Services amends 45 CFR 144 as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:


 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to part 147 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to part 147 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


8.  Add  §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.


� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 


� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.


� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.


� PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  


� Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act.


� The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.


� American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. http://www.americanheart.org/downloadable/heart/1240250946756LS-1982%20Heart%20and%20Stroke%20Update.042009.pdf


� National Cancer Institute. Cancer Query System: Cancer Prevalence Database. http://srab.cancer.gov/prevalence/canques.html


� Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.


� Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7.


� USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected by Cancer. November 2006.


� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.


� NAIC Rescission Data Call, December 17, 2009, p.1.


� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).


� Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf


� These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. 


� We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (�HYPERLINK "http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf"�http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf�)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. 


� For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the individual insurance market.


� The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132


� Ibid.


� Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: �HYPERLINK "http://pediatrics.aappublications.org/cgi/reprint/104/5/1051"�http://pediatrics.aappublications.org/cgi/reprint/104/5/1051�. 


� Uninsured children are at least 70% more likely than insured children to not receive


medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.


� Ibid.


� Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf


� “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: �HYPERLINK "http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132"�http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132�


� Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf


� �HYPERLINK "http://content.healthaffairs.org/cgi/reprint/25/2/w93"�http://content.healthaffairs.org/cgi/reprint/25/2/w93�, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1


� http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4


� Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325


� Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf


� Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf


� A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at �HYPERLINK "http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf"�http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf�. 


� A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). 


� From the Departments’ analysis of MEPS data.  


� The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  


� �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7�


� Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.


� The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  


� PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.


� Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). 


� There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.





� These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.


� To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.





� Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.


� An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).


� See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf


� Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) 


� See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.


� Numbers calculated from Table 2.4 may differ due to rounding.


� If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.


� This statement is supported by conversations with industry experts.  


� 2009 Current Population Survey.


� Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).


� NAIC Rescission Data Call, December 17, 2009, p.1.


� Hadley (2003); 


� This point is discussed further in the summary section below.  


� Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf


� Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: �HYPERLINK "http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story"�http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story�. 


� These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  


� Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  


� Kaiser Family Foundation, “Number of HMOs, July 2008,” available at �HYPERLINK "http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a"�http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a� Note that the number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final regulations.


� Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.


� See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). 


� See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�. 


� See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?.” Journal of General Internal Medicine 22.10 (2007).  


� Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).


� Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).
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SUMMARY:  This document contains interim final regulations implementing the rules for 

group health plans and health insurance coverage in the group and individual markets under 

provisions of the Patient Protection and Affordable Care Act regarding preexisting condition 

exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.     

DATES:  Effective date.  These interim final regulations are effective on [INSERT DATE 60 

DAYS AFTER PUBLICATION IN FEDERAL REGISTER]. 

Comment date.  Comments are due on or before [INSERT DATE 60 DAYS AFTER 

PUBLICATION IN FEDERAL REGISTER]. 

Applicability dates: 

1.  Group health plans and group health insurance coverage. These interim final 

regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 

2590.715-2704), generally apply to group health plans and group health insurance issuers for 

plan years beginning on or after September 23, 2010.  These interim final regulations under PHS 

Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan 

years beginning on or after January 1, 2014, except that in the case of individuals who are under 

19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years 

beginning on or after September 23, 2010. 

2.  Individual health insurance coverage. These interim final regulations, except those 

under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance 

issuers for policy years beginning on or after September 23, 2010.  These interim final 

regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health 

insurance issuers for policy years beginning on or after January 1, 2014, except that in the case 
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of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 

2704 apply for policy years beginning on or after September 23, 2010. 

ADDRESSES:  Written comments may be submitted to any of the addresses specified 

below.  Any comment that is submitted to any Department will be shared with the other 

Departments.  Please do not submit duplicates.   

All comments will be made available to the public.  WARNING: Do not include any 

personally identifiable information (such as name, address, or other contact information) or 

confidential business information that you do not want publicly disclosed.  All comments are 

posted on the Internet exactly as received, and can be retrieved by most Internet search engines. 

No deletions, modifications, or redactions will be made to the comments received, as they are 

public records.  Comments may be submitted anonymously. 

Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-

AB43, by one of the following methods: 

 ●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions 

for submitting comments. 

 ●  Email:  E-OHPSCA715.EBSA@dol.gov.   

 ●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance 

Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of 

Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43. 

Comments received by the Department of Labor will be posted without change to 

http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at 

the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 

Constitution Avenue, NW, Washington, DC 20210.   
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Department of Health and Human Services.  In commenting, please refer to file code 

OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by 

facsimile (FAX) transmission.   

You may submit comments in one of four ways (please choose only one of the ways listed): 

 1.  Electronically.  You may submit electronic comments on this regulation to 

http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab. 

2.  By regular mail.  You may mail written comments to the following address ONLY: 

Office of Consumer Information and Insurance Oversight 

Department of Health and Human Services,  

Attention: OCIIO-9991-IFC,  

P.O. Box 8016,  

Baltimore, MD 21244-1850. 

Please allow sufficient time for mailed comments to be received before the 

close of the comment period. 

 3.  By express or overnight mail.  You may send written comments to the following 

address ONLY: 

Office of Consumer Information and Insurance Oversight,  

Department of Health and Human Services,  

Attention: OCIIO-9991-IFC,  

Mail Stop C4-26-05, 

7500 Security Boulevard,   

Baltimore, MD 21244-1850. 
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4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written 

comments before the close of the comment period to either of the following addresses: 

a.  For delivery in Washington, DC-- 

Office of Consumer Information and Insurance Oversight, 

Department of Health and Human Services,  

Room 445-G, Hubert H. Humphrey Building,  

200 Independence Avenue, SW,  

Washington, DC 20201 

(Because access to the interior of the Hubert H. Humphrey Building is not readily 

available to persons without Federal government identification, commenters are encouraged to 

leave their comments in the OCIIO drop slots located in the main lobby of the building.  A 

stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and 

retaining an extra copy of the comments being filed.) 

b.  For delivery in Baltimore, MD-- 

 Centers for Medicare & Medicaid Services,  

 Department of Health and Human Services, 

 7500 Security Boulevard,  

 Baltimore, MD 21244-1850 

 If you intend to deliver your comments to the Baltimore address, please call (410) 786-

7195 in advance to schedule your arrival with one of our staff members.   

 Comments mailed to the addresses indicated as appropriate for hand or courier delivery 

may be delayed and received after the comment period. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 6

 Submission of comments on paperwork requirements.  You may submit comments on 

this document’s paperwork requirements by following the instructions at the end of the 

“Collection of Information Requirements” section in this document. 

    Inspection of Public Comments:  All comments received before the close of the 

comment period are available for viewing by the public, including any personally identifiable or 

confidential business information that is included in a comment.  We post all comments received 

before the close of the comment period on the following website as soon as possible after they 

have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site 

to view public comments.   

 Comments received timely will also be available for public inspection as they are 

received, generally beginning approximately three weeks after publication of a document, at the 

headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, 

Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  

To schedule an appointment to view public comments, phone 1-800-743-3951. 

Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one 

of the following methods:  

 ●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for 

submitting comments. 

 ●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, 

P.O. Box 7604, Ben Franklin Station, Washington, DC 20044. 

 ●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 

4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 

Constitution Avenue, NW, Washington DC 20224. 
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All submissions to the IRS will be open to public inspection and copying in Room 1621, 

1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m. 

FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee 

Benefits Security Administration, Department of Labor, at (202) 693-8335; Karen Levin, 

Internal Revenue Service, Department of the Treasury, at (202) 622-6080; Jim Mayhew, Office 

of Consumer Information and Insurance Oversight, Department of Health and Human Services, 

at (410) 786-1565. 

CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information 

from the Department of Labor concerning employment-based health coverage laws may call the 

EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website 

(http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for 

consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website 

(http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on 

health reform can be found at http://www.healthreform.gov.  

SUPPLEMENTARY INFORMATION: 

I.  Background 

The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-

148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the 

Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act 

and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII 

of the Public Health Service Act (PHS Act) relating to group health plans and health insurance 

issuers in the group and individual markets.  The term “group health plan” includes both insured 
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and self-insured group health plans.1  The Affordable Care Act adds section 715(a)(1) to the 

Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal 

Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act 

into ERISA and the Code, and make them applicable to group health plans, and health insurance 

issuers providing health insurance coverage in connection with group health plans.  The PHS Act 

sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 

through 2719A are substantially new, though they incorporate some provisions of prior law.  

PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly 

minor, changes.   

Subtitles A and C of title I of the Affordable Care Act amend the requirements of title 

XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The 

preemption provisions of ERISA section 731 and PHS Act section 27242 (implemented in 29 

CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and 

title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to 

supersede any provision of State law which establishes, implements, or continues in effect any 

standard or requirement solely relating to health insurance issuers in connection with group or 

individual health insurance coverage except to the extent that such standard or requirement 

prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws 

that impose on health insurance issuers requirements that are stricter than the requirements 

imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.   

                                                 
1 The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, 
and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The 
term “health plan” does not include self-insured group health plans.  
2 Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care 
Act, there were no express preemption provisions in chapter 100 of the Code. 
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The Departments of Health and Human Services, Labor, and the Treasury (the 

Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 

2719A in several phases.  The first publication in this series was a Request for Information 

relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal 

Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations 

implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), 

published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was 

interim final regulations implementing section 1251 of the Affordable Care Act (relating to 

status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 

FR 34538).  These interim final regulations are being published to implement PHS Act sections 

2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar 

limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient 

protections).  PHS Act section 2704 generally is effective for plan years (in the individual 

market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, 

including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is 

effective for plan years beginning on or after September 23, 2010; or in the case of individual 

health insurance coverage, for policy years beginning, or applications denied, on or after 

September 23, 2010.3  The rest of these provisions generally are effective for plan years (in the 

individual market, policy years) beginning on or after September 23, 2010, which is six months 

after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of 

other provisions of PHS Act sections 2701 through 2719A will be addressed in future 

regulations.     

II.  Overview of the Regulations  
                                                 
3 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 
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A.   PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-

2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)     
 

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which 

amends the HIPAA4 rules relating to preexisting condition exclusions to provide that a group 

health plan and a health insurance issuer offering group or individual health insurance coverage 

may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the 

effective date of these amendments) apply only to group health plans and group health insurance 

coverage, and permit limited exclusions of coverage based on a preexisting condition under 

certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition 

exclusion from being imposed by group health plans or group health insurance coverage and 

extends this protection to individual health insurance coverage.  This prohibition generally is 

effective with respect to plan years (in the individual market, policy years) beginning on or after 

January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes 

effective for plan years (in the individual market, policy years) beginning on or after September 

23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding 

preexisting condition exclusions continue to apply.    

 HIPAA generally defines a preexisting condition exclusion5 as a limitation or exclusion 

of benefits relating to a condition based on the fact that the condition was present before the date 

of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment 

was recommended or received before that date.  Based on this definition, PHS Act section 2704, 

as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific 

                                                 
4 HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).  
5 Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments 
made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 
9801(b)(1). 
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benefits associated with a preexisting condition in the case of an enrollee, but a complete 

exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.   

 The protections in the new PHS Act section 2704 generally apply for plan years (in the 

individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care 

Act provides, however, that these protections apply with respect to enrollees under age 19 for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An 

enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In 

order for an individual seeking enrollment to receive the same protection that applies in the case 

of such an enrollee, the individual similarly could not be denied enrollment or specific benefits 

based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) 

beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 

19 with a preexisting condition from being denied coverage under a plan or health insurance 

coverage (through denial of enrollment or denial of specific benefits) based on the preexisting 

condition. 

 These interim final regulations do not change the HIPAA rule that an exclusion of 

benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless 

of when the condition arose relative to the effective date of coverage.  This point is illustrated 

with examples in the HIPAA regulations on preexisting condition exclusions, which remain in 

effect.6  (Other requirements of Federal or State law, however, may prohibit certain benefit 

exclusions.)   

Application to grandfathered health plans.  Under the statute and these interim final 

regulations, a grandfathered health plan that is a group health plan or group health insurance 

coverage must comply with the prohibition against preexisting condition exclusions; however, a 
                                                 
6 See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii). 
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grandfathered health plan that is individual health insurance coverage is not required to comply 

with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 

147.140 regarding status as a grandfathered health plan.  

B.   PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 
2590.715-2711, 45 CFR 147.126)     

 
Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim 

final regulations generally prohibit group health plans and health insurance issuers offering 

group or individual health insurance coverage from imposing lifetime or annual limits on the 

dollar value of health benefits.   

The restriction on annual limits applies differently to certain account-based plans, 

especially where other rules apply to limit the benefits available.  For example, under section 

9005 of the Affordable Care Act, salary reduction contributions for health flexible spending 

arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  

beginning with taxable years beginning 2013.  These interim final regulations provide that the 

annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not 

apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings 

Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not 

treated as group health plans because the amounts available under the plans are available for both 

medical and non-medical expenses.7  Moreover, annual contributions to MSAs and HSAs are 

subject to specific statutory provisions that require that the contributions be limited.   

Health Reimbursement Arrangements (HRAs) are another type of account-based health 

plan and typically consist of a promise by an employer to reimburse medical expenses during the 

year up to a certain amount, with unused amounts available to reimburse medical expenses in 

                                                 
7 Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and 
subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code. 
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future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When 

HRAs are integrated with other coverage as part of a group health plan and the other coverage 

alone would comply with the requirements of PHS Act section 2711, the fact that benefits under 

the HRA by itself are limited does not violate PHS Act section 2711 because the combined 

benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to 

retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable 

Care Act for plans with fewer than two current employees means that the retiree-only HRA is 

generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The 

Departments request comments regarding the application of PHS Act section 2711 to stand-alone 

HRAs that are not retiree-only plans.   

The statute prohibits annual limits on the dollar value of benefits generally, but allows 

“restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) 

of the Affordable Care Act) for plan years (in the individual market, policy years) beginning 

before January 1, 2014.  Grandfathered individual market policies are exempted from this 

provision.  In addition, the statute provides that, with respect to benefits that are not essential 

health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on 

specific covered benefits.  These interim final regulations define “essential health benefits” by 

cross-reference to section 1302(b) of the Affordable Care Act8 and applicable regulations.   

Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.   

                                                 
8 Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following 
general categories and the items and services covered within the categories: ambulatory patient services; emergency 
services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including 
behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory 
services; preventive and wellness services and chronic disease management; and pediatric services, including oral 
and vision care.”  
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For plan years (in the individual market, policy years) beginning before the issuance of 

regulations defining “essential health benefits”, for purposes of enforcement, the Departments 

will take into account good faith efforts to comply with a reasonable interpretation of the term 

“essential health benefits”.  For this purpose, a plan or issuer must apply the definition of 

essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to 

a particular benefit – thus taking the position that it was not an essential health benefit – and at 

the same time treat that particular benefit as an essential health benefit for purposes of applying 

the restricted annual limit. 

These interim final regulations clarify that the prohibition under PHS Act section 2711 

does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits 

are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of 

all benefits for a condition is not considered to be an annual or lifetime dollar limit.   

The statute and these interim final regulations provide that for plan years (in the 

individual market, policy years) beginning before January 1, 2014, group health plans and health 

insurance issuers offering group or individual health insurance coverage may establish a 

restricted annual limit on the dollar value of essential health benefits.  The statute provides that 

in defining the term restricted annual limit, the Departments should ensure that access to needed 

services is made available with a minimal impact on premiums.  For a detailed discussion of the 

basis for determining restricted annual limits, see section IV.B.3 later in this preamble.   

In order to mitigate the potential for premium increases for all plans and policies, while at 

the same time ensuring access to essential health benefits, these interim final regulations adopt a 

three-year phased approach for restricted annual limits.  Under these interim final regulations, 

annual limits on the dollar value of benefits that are essential health benefits may not be less than 
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the following amounts for plan years (in the individual market, policy years) beginning before 

January 1, 2014:   

 For plan or policy years beginning on or after September 23, 2010 but before 

September 23, 2011, $750,000;  

 For plan or policy years beginning on or after September 23, 2011 but before 

September 23, 2012, $1.25 million; and 

 For plan or policy years beginning on or after September 23, 2012 but before 

January 1, 2014, $2 million.   

As these are minimums for plan years (in the individual market, policy years) beginning before 

2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and 

policies with plan or policy years that begin between September 23 and December 31 have more 

than one plan or policy year under which the $2 million minimum annual limit is available; 

however, a plan or policy generally may not impose an annual limit for a plan year beginning 

after December 31, 2013. 

The minimum annual limits for plan or policy years beginning before 2014 apply on an 

individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to 

families may not operate to deny a covered individual the minimum annual benefits for the plan 

year (in the individual market, policy year).  These interim final regulations clarify that, in 

applying annual limits for plan years (in the individual market, policy years) beginning before 

January 1, 2014, the plan or health insurance coverage may take into account only essential 

health benefits.   

The restricted annual limits provided in these interim final regulations are designed to 

ensure that, in the vast majority of cases, that individuals would have access to needed services 
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with a minimal impact on premiums.  So that individuals with certain coverage, including 

coverage under a limited benefit plan, would not be denied access to needed services or 

experience more than a minimal impact on premiums, these interim final regulations provide for 

the Secretary of Health and Human Services to establish a program under which the 

requirements relating to annual limits may be waived if compliance with these interim final 

regulations would result in a significant decrease in access to benefits or a significant increase in 

premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and 

process for applying for a waiver is expected to be issued in the near future. 

Under these interim final regulations, individuals who reached a lifetime limit under a 

plan or health insurance coverage prior to the applicability date of these interim final regulations 

and are otherwise still eligible under the plan or health insurance coverage must be provided with 

a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the 

plan or health insurance coverage, these interim final regulations also provide an enrollment (in 

the individual market, reinstatement) opportunity for such individuals.   In the individual market, 

this reinstatement opportunity does not apply to individuals who reached their lifetime limits in 

individual health insurance coverage if the contract is not renewed or otherwise is no longer in 

effect.  It would apply, however, to a family member who reached the lifetime limit in a family 

policy in the individual market while other family members remain in the coverage.  These 

notices and the enrollment opportunity must be provided beginning not later than the first day of 

the first plan year (in the individual market, policy year) beginning on or after September 23, 

2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.9  That 

is, they must be given the right to enroll in all of the benefit packages available to similarly 

situated individuals upon initial enrollment. 
                                                 
9 See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d). 
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Application to grandfathered health plans.  The statute and these interim final regulations 

relating to the prohibition on lifetime limits apply to all group health plans and health insurance 

issuers offering group or individual health insurance coverage, whether or not the plan qualifies 

as a grandfathered health plan, for plan years (in the individual market, policy years) beginning 

on or after September 23, 2010.  The statute and these interim final regulations relating to the 

prohibition on annual limits, including the special rules regarding restricted annual limits for plan 

years beginning before January 1, 2014, apply to group health plans and group health insurance 

coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health 

plans that are individual health insurance coverage.  The interim final regulations issued under 

section 1251 of the Affordable Care Act provide that: 

 A plan or health insurance coverage that, on March 23, 2010, did not impose an overall 

annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered 

health plan if the plan or health insurance coverage imposes an overall annual limit on the 

dollar value of benefits.   

 A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime 

limit on the dollar value of all benefits but no overall annual limit on the dollar value of 

all benefits ceases to be a grandfathered health plan if the plan or health insurance 

coverage adopts an overall annual limit at a dollar value that is lower than the dollar 

value of the lifetime limit on March 23, 2010.   

 A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual 

limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan 

or health insurance coverage decreases the dollar value of the annual limit (regardless of 
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whether the plan or health insurance coverage also imposed an overall lifetime limit on 

March 23, 2010 on the dollar value of all benefits). 

C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR  
     2590.715-2712, 45 CFR 147.128) 
 

PHS Act section 2712 provides rules regarding rescissions of health coverage for group 

health plans and health insurance issuers offering group or individual health insurance coverage.  

Under the statute and these interim final regulations, a group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must not rescind coverage except 

in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a 

federal floor and is more protective of individuals with respect to the standard for rescission than 

the standard that might have previously existed under State insurance law or Federal common 

law.  That is, under prior law, rescission may have been permissible if an individual made a 

misrepresentation of material fact, even if the misrepresentation was not intentional or made 

knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these 

interim final regulations, plans and issuers cannot rescind coverage unless an individual was 

involved in fraud or made an intentional misrepresentation of material fact.  This standard 

applies to all rescissions, whether in the group or individual insurance market, and whether 

insured or self-insured coverage.  These rules also apply regardless of any contestability period 

that may otherwise apply. 

This provision in PHS Act section 2712 builds on already-existing protections in PHS 

Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions 

generally provide that a health insurance issuer in the group and individual markets cannot 

cancel, or fail to renew, coverage for an individual or a group for any reason other than those 

enumerated in the statute (that is, nonpayment of premiums; fraud or intentional 
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misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the 

market; movement of an individual or an employer outside the service area; or, for bona fide 

association coverage, cessation of association membership).  Moreover, this new provision also 

builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA 

section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act 

section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title 

XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans 

and group health insurance issuers may not set eligibility rules based on factors such as health 

status and evidence of insurability – including acts of domestic violence or disability.   They also 

provide limits on the ability of plans and issuers to vary premiums and contributions based on 

health status.  Starting on January 1, 2014, additional protections will apply in the individual 

market, including guaranteed issue of all products, nondiscrimination based on health status, and 

no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.     

These interim final regulations also clarify that other requirements of Federal or State law 

may apply in connection with a rescission or cancellation of coverage beyond the standards 

established in PHS Act section 2712, if they are more protective of individuals.  For example, if 

a State law applicable to health insurance issuers were to provide that rescissions are permitted 

only in cases of fraud, or only within a contestability period, which is more protective of 

individuals, such a law would not conflict with, or be preempted by, the federal standard and 

would apply.  

These interim final regulations include several clarifications regarding the standards for 

rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of 

PHS Act section 2712 apply whether the rescission applies to a single individual, an individual 
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within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to 

rescind coverage of an entire employment-based group because of the actions of an individual 

within the group, the standards of these interim final regulations would apply.  Second, these 

interim final regulations clarify that the rules of PHS Act section 2712 apply to representations 

made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan 

sponsor seeks coverage from an issuer for an entire employment-based group and makes 

representations, for example, regarding the prior claims experience of the group, the standards of 

these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or 

practices that constitute fraud.  These interim final regulations clarify that, to the extent that an 

omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage 

under this section.  An example in these interim final regulations illustrates the application of the 

rule to misstatements of fact that are inadvertent.   

For purposes of these interim final regulations, a rescission is a cancellation or 

discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a 

policy as void from the time of the individual’s or group’s enrollment is a rescission.  In 

addition, a cancellation that voids benefits paid up to a year before the cancellation is also a 

rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective 

effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is 

effective retroactively to the extent it is attributable to a failure to timely pay required premiums 

or contributions towards the cost of coverage.  Cancellations of coverage are addressed under 

other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which 

limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, 

PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 
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715 and Code section 9815, addresses appeals of coverage determinations and includes 

provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue 

guidance on PHS Act section 2719 in the very near future. 

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 

adds a new advance notice requirement when coverage is rescinded where still permissible.   

Specifically, the second sentence in section 2712 provides that coverage may not be cancelled 

unless prior notice is provided.  These interim final regulations provide that a group health plan, 

or a health insurance issuer offering group health insurance coverage, must provide at least 30 

calendar days advance notice to an individual before coverage may be rescinded.10  The notice 

must be provided regardless of whether the rescission is of group or individual coverage; or 

whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission 

applies to an entire group or only to an individual within the group.  This 30-day period will 

provide individuals and plan sponsors with an opportunity to explore their rights to contest the 

rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue 

future guidance on any notice requirements under PHS Act section 2712 for cancellations of 

coverage other than in the case of rescission. 

In this new Federal statutory protection against rescissions, the Affordable Care Act 

provides new rights to individuals who, for example, may have done their best to complete what 

can sometimes be long, complex enrollment questionnaires but may have made some errors, for 

which the consequences were overly broad and unfair.  These interim final regulations provide 

initial guidance with respect to the statutory restrictions on rescission.  If the Departments 

become aware of attempts in the marketplace to subvert these rules, the Departments may issue 

                                                 
10 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 22

additional regulations or administrative guidance to ensure that individuals do not lose health 

coverage unjustly or without due process. 

Application to grandfathered health plans.  The rules regarding rescissions and advance 

notice apply to all grandfathered health plans. 

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-  
      2719A, 45 CFR 147.138) 
 
 Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or 

individual health insurance coverage, a set of three requirements relating to the choice of a health 

care professional and requirements relating to benefits for emergency services.  The three 

requirements relating to the choice of health care professional apply only with respect to a plan 

or health insurance coverage with a network of providers.11  Thus, a plan or issuer that has not 

negotiated with any provider for the delivery of health care but merely reimburses individuals 

covered under the plan for their receipt of health care is not subject to the requirements relating 

to the choice of a health care professional.  However, such plans or health insurance coverage are 

subject to requirements relating to benefits for emergency services.   These interim final 

regulations reorder the statutory requirements so that all three of the requirements relating to the 

choice of a health care professional are together and add a notice requirement for those three 

requirements.  None of these requirements apply to grandfathered health plans. 

1.  Choice of Health Care Professional 

The statute and these interim final regulations provide that if a group health plan, or a 

health insurance issuer offering group or individual health insurance coverage, requires or 

provides for designation by a participant, beneficiary, or enrollee of a participating primary care 

                                                 
11 The statute and these interim final regulations refer to providers both in terms of their participation (participating 
provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that 
has a contractual relationship or other arrangement with a plan or issuer. 
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provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a 

notice informing each participant (or in the individual market, the primary subscriber) of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider.   

The statute and these interim final regulations impose a requirement for the designation 

of a pediatrician similar to the requirement for the designation of a primary care physician.  

Specifically, if a plan or issuer requires or provides for the designation of a participating primary 

care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit 

the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the 

child's primary care provider if the provider participates in the network of the plan or issuer and 

is available to accept the child.  In such a case, the plan or issuer must comply with the notice 

requirements with respect to designation of a primary care provider.  The general terms of the 

plan or health insurance coverage regarding pediatric care otherwise are unaffected, including 

any exclusions with respect to coverage of pediatric care. 

The statute and these interim final regulations also provide rules for a group health plan, 

or a health insurance issuer offering group or individual health insurance coverage, that provides 

coverage for obstetrical or gynecological care and requires the designation of an in-network 

primary care provider.  In such a case, the plan or issuer may not require authorization or referral 

by the plan, issuer, or any person (including a primary care provider) for a female participant, 

beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network 

health care professional who specializes in obstetrics or gynecology.  The plan or issuer must 

inform each participant (in the individual market, primary subscriber) that the plan or issuer may 
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not require authorization or referral for obstetrical or gynecological care by a participating health 

care professional who specializes in obstetrics or gynecology.  Nothing in these interim final 

regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological 

provider to otherwise adhere to policies and procedures regarding referrals, prior authorization 

for treatments, and the provision of services pursuant to a treatment plan approved by the plan or 

issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the 

ordering of related obstetrical and gynecological items and services, by the professional who 

specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this 

purpose, a health care professional who specializes in obstetrics or gynecology is any individual 

who is authorized under applicable State law to provide obstetrical or gynecological care, and is 

not limited to a physician. 

 The general terms of the plan or coverage regarding exclusions of coverage with respect 

to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do 

not preclude the plan or issuer from requiring that the obstetrical or gynecological provider 

notify the primary care provider or the plan or issuer of treatment decisions. 

When applicable, it is important that individuals enrolled in a plan or health insurance 

coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan 

or issuer requires designation of a primary care physician; or (2) obtain obstetrical or 

gynecological care without prior authorization.  Accordingly, these interim final regulations 

require such plans and issuers to provide a notice to participants (in the individual market, 

primary subscribers) of these rights when applicable.   Model language is provided in these 

interim final regulations.  The notice must be provided whenever the plan or issuer provides a 

participant with a summary plan description or other similar description of benefits under the 
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plan or health insurance coverage, or in the individual market, provides a primary subscriber 

with a policy, certificate, or contract of health insurance. 

2.  Emergency Services 

If a plan or health insurance coverage provides any benefits with respect to emergency 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services in a way that is consistent with these interim final regulations.  These interim final 

regulations require that a plan providing emergency services must do so without the individual or 

the health care provider having to obtain prior authorization (even if the emergency services are 

provided out of network) and without regard to whether the health care provider furnishing the 

emergency services is an in-network provider with respect to the services.  The emergency 

services must be provided without regard to any other term or condition of the plan or health 

insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting 

period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of 

the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with 

a network of providers that provides benefits for emergency services, the plan or issuer may not 

impose any administrative requirement or limitation on benefits for out-of-network emergency 

services that is more restrictive than the requirements or limitations that apply to in-network 

emergency services.    

Additionally, for a plan or health insurance coverage with a network, these interim final 

regulations provide rules for cost-sharing requirements for emergency services that are expressed 

as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing 

requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network 

emergency services cannot exceed the cost-sharing requirements that would be imposed if the 
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services were provided in-network.  Out-of-network providers may, however, also balance bill 

patients for the difference between the providers’ charges and the amount collected from the plan 

or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 

1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the 

definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing 

for out-of-network services be limited to that imposed in network only applies to cost sharing 

expressed as a copayment or coinsurance rate. 

Because the statute does not require plans or issuers to cover balance billing amounts, 

and does not prohibit balance billing, even where the protections in the statute apply, patients 

may be subject to balance billing.  It would defeat the purpose of the protections in the statute if 

a plan or issuer paid an unreasonably low amount to a provider, even while limiting the 

coinsurance or copayment associated with that amount to in-network amounts.   To avoid the 

circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable 

amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these 

interim final regulations require that a reasonable amount be paid for services by some objective 

standard.  In establishing the reasonable amount that must be paid, the Departments had to 

account for wide variation in how plans and issuers determine both in-network and out-of-

network rates.  For example, for a plan using a capitation arrangement to determine in-network 

payments to providers, there is no in-network rate per service.  Accordingly, these interim final 

regulations consider three amounts: the in-network rate, the out-of-network rate, and the 

Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations 

in the statute if it provides benefits for out-of-network emergency services in an amount equal to 

the greatest of three possible amounts— 
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(1) The amount negotiated with in-network providers for the emergency service 

furnished;  

(2) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-

network cost-sharing provisions; or  

(3) The amount that would be paid under Medicare for the emergency service.12   

Each of these three amounts is calculated excluding any in-network copayment or coinsurance 

imposed with respect to the participant, beneficiary, or enrollee.   

For plans and health insurance coverage under which there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the first amount above is disregarded, meaning that the greatest amount is going to 

be either the out-of-network amount or the Medicare amount.  Additionally, with respect to 

determining the first amount, if a plan or issuer has more than one negotiated amount with in-

network providers for a particular emergency service, the amount is the median of these 

amounts, treating the amount negotiated with each provider as a separate amount in determining 

the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 

with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the 

amounts taken into account to determine the median would be $100, $100, $100, $125, and 

$150; and the median would be $100.  Following the commonly accepted definition of median, if 

there are an even number of amounts, the median is the average of the middle two.  (Cost sharing 

                                                 
12 As of the date of publication of these interim final regulations, these rates are available to the public at 
http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf. 
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imposed with respect to the participant, beneficiary or enrollee would be deducted from this 

amount before determining the greatest of the three amounts above.)  

The second amount above is determined without reduction for out-of-network cost 

sharing that generally applies under the plan or health insurance coverage with respect to out-of-

network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, 

and reasonable amount for out-of-network services, the second amount above for an emergency 

service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the 

service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network 

services (but reduced by the in-network copayment or coinsurance that the individual would be 

responsible for if the emergency service had been provided in-network). 

Although a plan or health insurance coverage is generally not constrained by the 

requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or 

coinsurance, these interim final regulations include an anti-abuse rule with respect to such other 

cost-sharing requirements so that the purpose of limiting copayments and coinsurance for 

emergency services to the in-network rate cannot be thwarted by manipulation of these other 

cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a 

deductible or out-of-pocket maximum, may be imposed with respect to out-of-network 

emergency services only if the cost-sharing requirement generally applies to out-of-network 

benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency 

services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, 

if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services.  A plan or health insurance 

coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or 
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enrollee is required to pay less for emergency services than for general out-of-network services; 

the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such 

rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services 

than for general out-of-network services. 

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under the Emergency 

Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There 

are, however, some minor variances from the EMTALA definitions.  For example, both 

EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the 

same consequences that could reasonably be expected to occur in the absence of immediate 

medical attention.  Under EMTALA regulations, the likelihood of these consequences is 

determined by qualified hospital medical personnel, while under PHS Act section 2719A the 

standard is whether a prudent layperson, who possesses an average knowledge of health and 

medicine, could reasonably expect the absence of immediate medical attention to result in such 

consequences. 

Application to grandfathered health plans.  The statute and these interim final regulations 

relating to certain patient protections do not apply to grandfathered health plans.  However, other 

Federal or State laws related to these patient protections may apply regardless of grandfather 

status. 

III.  Interim Final Regulations and Request for Comments 

Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act 

authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to 
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promulgate any interim final rules that they determine are appropriate to carry out the provisions 

of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of 

the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those 

sections into ERISA section 715 and Code section 9815.   

In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 

551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good 

cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary 

to the public interest.  The provisions of the APA that ordinarily require a notice of proposed 

rulemaking do not apply here because of the specific authority granted by section 9833 of the 

Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were 

applicable, the Secretaries have determined that it would be impracticable and contrary to the 

public interest to delay putting the provisions in these interim final regulations in place until a 

full public notice and comment process was completed.  As noted above, numerous provisions of 

the Affordable Care Act are applicable for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, six months after date of enactment.  Had the 

Departments published a notice of proposed rulemaking, provided for a 60-day comment period, 

and only then prepared final regulations, which would be subject to a 60-day delay in effective 

date, it is unlikely that it would have been possible to have final regulations in effect before late 

September, when these requirements could be in effect for some plans or policies.  Moreover, the 

requirements in these regulations require significant lead time in order to implement.   

For example, in the case of the requirement under PHS Act section 2711 prohibiting overall 

lifetime dollar limits, these interim final regulations require that an enrollment opportunity be 

provided for an individual whose coverage ended by reason of reaching a lifetime limit no later 
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than the first day this requirement takes effect.  Preparations presumably would have to be made 

to put such an enrollment process in place.  In the case of requirements for emergency care under 

PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-

network providers by as early as the first plan or policy year beginning on or after September 23, 

2010.  With respect to all the changes that would be required to be made under these interim 

final regulations, whether adding coverage of children with a preexisting condition under PHS 

Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 

2712, group health plans and health insurance issuers have to be able to take these changes into 

account in establishing their premiums, and in making other changes to the designs of plan or 

policy benefits, and these premiums and plan or policy changes would have to receive necessary 

approvals in advance of the plan or policy year in question.       

Accordingly, in order to allow plans and health insurance coverage to be designed and 

implemented on a timely basis, regulations must be published and available to the public well in 

advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to 

have a full notice and comment process and to publish final regulations in the brief time between 

enactment of the Affordable Care Act and the date regulations are needed.  

The Secretaries further find that issuance of proposed regulations would not be sufficient 

because the provisions of the Affordable Care Act protect significant rights of plan participants 

and beneficiaries and individuals covered by individual health insurance policies and it is 

essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about 

their rights and responsibilities.  Proposed regulations are not binding and cannot provide the 

necessary certainty.  By contrast, the interim final regulations provide the public with an 

opportunity for comment, but without delaying the effective date of the regulations. 
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For the foregoing reasons, the Departments have determined that it is impracticable and 

contrary to the public interest to engage in full notice and comment rulemaking before putting 

these regulations into effect, and that it is in the public interest to promulgate interim final 

regulations. 

IV. Economic Impact and Paperwork Burden 

A.  Summary--Department of Labor and Department of Health and Human Services 

As stated earlier in this preamble, these interim final regulations implement PHS Act 

sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and 

annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting 

discrimination in favor of highly compensated individuals), and 2719A (patient protections). 13  

These interim final regulations also provide guidance on the requirement to provide enrollment 

opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-

existing condition exclusions generally is effective for plan years (in the individual market, 

policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, 

including applicants for enrollment, who are under 19 years of age, this section is effective for 

plan years beginning on or after September 23, 2010; or in the case of individual health 

insurance coverage, for policy years beginning on or after September 23, 2010.14    The rest of 

these provisions generally are effective for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of 

enactment of the Affordable Care Act. 

                                                 
13 PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and section 9815 to the 
Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act applicable to group 
health plans, and health insurance issuers providing health insurance coverage in connection with group health 
plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.   
14 Section 1255 of the Affordable Care Act  See also section 10103(e)-(f) of the Affordable Care Act. 
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The Departments have crafted these regulations to secure the protections intended by 

Congress in the most economically efficient manner possible.  In accordance with OMB Circular 

A-4, they have quantified the benefits and costs where possible and provided a qualitative 

discussion of some of the benefits and the costs that may stem from these regulations.   

B.  Executive Order 12866--Department of Labor and Department of Health and Human 

Services 

 Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject 

to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order 

defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an 

annual effect on the economy of $100 million or more in any one year, or adversely and 

materially affecting a sector of the economy, productivity, competition, jobs, the environment, 

public health or safety, or State, local or tribal governments or communities (also referred to as 

“economically significant”); (2) creating a serious inconsistency or otherwise interfering with an 

action taken or planned by another agency; (3) materially altering the budgetary impacts of 

entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; 

or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, 

or the principles set forth in the Executive Order.  OMB has determined that this rule is 

significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to 

have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed 

these rules pursuant to the Executive Order.  The Departments provide an assessment of the 

potential costs and benefits of each regulatory provision below, summarized in the following 

table. 

 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 34

 

 

 

 

Table 1.1 Accounting Table 

TABLE 1.1--Accounting Table     
Benefits         
Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions 
and individuals who face rescissions, lifetime limits, and annual limits as a result of high health care costs. 
Expanded coverage is likely to increase access to health care, improve health outcomes, improve worker 
productivity, and reduce family financial strain and “job lock”. Many of these benefits have a distributional 
component, and promote equity, in the sense that they will be enjoyed by those who are especially vulnerable as a 
result of health problems and financial status. Choice of physician will likely lead to better, sustained patient-
provider relationships, resulting in decreased malpractice claims and improved medication adherence and health 
promotion. Removing referrals and prior authorizations for primary care, OB/GYN, and emergency services is 
likely to reduce administrative and time burdens on both patients and physicians, while improving health 
outcomes by allowing quicker access to medical services when necessary.  
 

Costs  Estimate Year Dollar 
Discount 

Rate 
Period 

Covered15 
Annualized Monetized ($millions/year) 4.9  2010 7% 2011-2013 

4.9  2010 3% 2011-2013 
        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were 
disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan 
or a health insurance issuer offering group or individual health insurance coverage  must notify an affected 
individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available 
participating primary care provider or pediatrician as their primary care provider, and of increased protections for 
those participants seeking emergency services. 

Qualitative: To the extent these patient protections increase access to health care services, increased health care 
utilization and costs will result due to increased uptake. Expanding coverage to children with preexisting 
conditions and individuals subject to rescissions will likely increase overall health care costs, given that these 
groups tend to have high cost conditions and require more costly care than average.   
  
Transfers         
Qualitative: These patient protections create a small transfer from those paying premiums in the group market to 
those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a 
similar transfer will occur. 

 

1. Need for Regulatory Action 

                                                 
15 The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond 
because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the 
structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final 
regulations. 
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a. Preexisting condition exclusions 

As discussed earlier in this preamble, Section 2704 of the PHS Act as added by the 

Affordable Care Act, prohibits group health plans and health insurance issuers offering group or 

individual health insurance from imposing any preexisting condition exclusion.  This new 

protection applies to children who are under age 19 for plan years (in the individual market, 

policy years) beginning on or after September 23, 2010.  For individuals age 19 and over, this 

provision applies for plan years (in the individual market, policy years) beginning on or after 

January 1, 2014.    

Preexisting conditions affect millions of Americans and include a broad range of 

conditions from heart disease – which affects one in three adults16 – or cancer – which affects 11 

million Americans17 -- to relatively minor conditions like hay fever, asthma, or previous sports 

injuries.18  

 Denials of benefits or coverage based on a preexisting condition make adequate health 

insurance unavailable to millions of Americans.  Before the enactment of the Affordable Care 

Act, in 45 states, health insurance issuers in the individual market could deny coverage, charge 

higher premiums, and/or deny benefits for a preexisting condition.19   

These interim final regulations are necessary to amend the Departments’ existing 

regulations to implement this statutory provision, which was enacted by Congress to ensure that 

quality health coverage is available to more Americans without the imposition of a preexisting 

condition exclusion.   

                                                 
16 American Heart Association. Heart Disease and Stroke Statistics 2009 Update-at-a-Glance. 
http://www.americanheart.org/downloadable/heart/1240250946756LS-
1982%20Heart%20and%20Stroke%20Update.042009.pdf 
17 National Cancer Institute. Cancer Query System: Cancer Prevalence Database. 
http://srab.cancer.gov/prevalence/canques.html 
18 Pollitz K, Sorian R. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? 
Kaiser Family Foundation, June 2001. 
19 Kaiser State Health Facts. http://statehealthfacts.org/comparetable.jsp?ind=353&cat=7. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 36

b. Lifetime and annual limits. 

As discussed earlier in this preamble, Section 2711 of the PHS Act was added to the 

Affordable Care Act to prohibit group health plans and health insurance issuers offering group or 

individual health insurance coverage from imposing lifetime limits on the dollar value of health 

benefits.  Annual limits also are prohibited, but the statute includes a phase-in of this provision 

before January 1, 2014, that allows plans and issuers to impose “restricted annual limits” at the 

levels discussed earlier in this preamble.   

These new protections ensure that patients are not confronted with devastating health 

insurance costs because they have exhausted their health coverage when faced with a serious 

medical condition.  For example, in one recent national survey, ten percent of all cancer patients 

reported that they reached a benefit limit in their insurance policy and were forced to seek 

alternative insurance coverage or pay the remainder of their treatment out-of-pocket. 20 

These interim final regulations are necessary to amend the Departments’ existing 

regulations to implement the statutory provisions with respect to annual and lifetime limits that 

Congress enacted to help ensure that more Americans with chronic, long-term, and/or expensive 

illnesses have access to quality health coverage.  The provisions of the regulations regarding 

restricted annual limits function as a type of transition rule, providing for staged implementation 

and helping ensure against adverse impacts on premiums or the offering of health insurance 

coverage in the marketplace.  For more detail about these provisions, see the discussion of PHSA 

Section 2711, Lifetime and Annual Limits, earlier in this preamble. 

c. Rescission. 

                                                 
20 USA Today/Kaiser Family Foundation/Harvard School of Public Health. National Survey of Households Affected 
by Cancer. November 2006. 
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As discussed earlier in this preamble, Section 2712 of the PHS Act was added by the 

Affordable Care Act to prohibit group health plans and health insurance issuers offering group or 

individual health insurance coverage from rescinding coverage except in the case of fraud or 

intentional misrepresentation of material fact.   

Prior to the Affordable Care Act, thousands of Americans lost health insurance each year 

due to rescission. According to a House Energy and Commerce Committee staff memorandum,21 

rather than reviewing medical histories when applications are submitted, if the policyholders 

become sick and file expensive claims, insurance companies then initiate investigations to 

scrutinize the details of the policyholder's application materials and medical records, and if 

discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, 

returns the premiums, and refuses payment for medical services.  The Committee found some 

questionable practices in this area including insurance companies rescinding coverage even when 

discrepancies are unintentional or caused by others, for conditions that are unknown to 

policyholders, and for discrepancies unrelated to the medical conditions for which patients 

sought medical care.  

When a coverage rescission occurs, an individual’s health insurance coverage is 

retroactively cancelled, which means that the insurance company is no longer responsible for 

medical care claims that they had previously accepted and paid.  Rescissions can result in 

significant financial hardship for affected individuals, because, in most cases, the individuals 

have accumulated significant medical expenses. The NAIC Regulatory Framework Task Force 

collected data on 52 companies covering the period 2004-2008, and found that rescissions 

                                                 
21 Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. 
On Energy and Commerce, Subcommittee on Oversight and Investigations, June 16, 2009) (supplemental 
memorandum) http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. 
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averaged 1.46 per thousand policies in force22.  This estimate implies there are approximately 

10,700 rescissions per year. 

These interim final regulations implement the statutory provision enacted by Congress to 

protect the most vulnerable Americans, those that incur substantial medical expenses due to a 

serious medical condition, from financial devastation by ensuring that such individuals do not 

unjustly lose health coverage by rescission.   

d. Patient Protections. 

As discussed earlier in this preamble, Section 2719A of the PHS Act was added by the 

Affordable Care Act to require group health plans and health insurance issuers offering group or 

individual health insurance coverage to ensure choice of health care professionals and greater 

access to benefits for emergency services.  As discussed in more detail below, provider choice is 

a strong predictor of patient trust in a provider, and patient-provider trust can increase health 

promotion and therapeutic effects.23 Studies also have found that patients tend to experience 

better quality health care if they have long-term relationships with their health care provider.24 

The emergency care provisions of PHS Act section 2719A require (1) non-grandfathered 

group health plans and health insurance issuers that cover emergency services to cover such 

services without prior authorization and without regard to whether the health care provider 

providing the services is a participating network provider, and (2)   copayments and coinsurance 

for out-of-network emergency care not to exceed the cost-sharing requirements that would have 

been imposed if the services were provided in-network.  These provisions will ensure that 

                                                 
22 NAIC Rescission Data Call, December 17, 2009, p.1. 
23 Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost 
Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient 
Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults 
Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002). 
24 Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening 
Services.”  Journal of General Internal Medicine 23.9 (2008). 
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patients get emergency care when they need it, especially in situations where prior authorization 

cannot be obtained due to exigent circumstances or an in-network provider is not available to 

provide the services.  It also will protect patients from the substantial financial burden that can be 

imposed when differing copayment or coinsurance arrangements apply to in-network and out-of-

network emergency care.  

This regulation is necessary to implement the statutory provision enacted by Congress to 

provide these essential patient protections.  

 

2. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-

2704, 29 CFR 2590.715-2704, 45 CFR 147.2704) 

a. Summary   

As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new 

PHS Act section 2704, which amends the HIPAA25 rules relating to preexisting condition 

exclusions to provide that a group health plan and a health insurance issuer offering group or 

individual health insurance coverage may not impose any preexisting condition exclusion.  The 

HIPAA rules (in effect prior to the effective date of these amendments) apply only to group 

health plans and group health insurance coverage, and permit limited exclusions of coverage 

based on a preexisting condition under certain circumstances.  The Affordable Care Act and 

these interim final regulations prohibit any preexisting condition exclusions imposed by group 

health plans or group health insurance coverage and extend this protection to individual health 

insurance coverage.  This prohibition generally is effective with respect to plan years (in the 

individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are 

under 19 years of age, this prohibition becomes effective for plan years (in the individual market, 
                                                 
25 HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).  
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policy years) beginning on or after September 23, 2010.    

Under the statute and these interim final regulations, a grandfathered health plan that is a 

group health plan or group health insurance coverage must comply with the prohibition against 

preexisting condition exclusions; however, a grandfathered health plan that is individual health 

insurance coverage is not required to comply with PHS Act section 2704. 

In this section, the Departments estimate the likely effects of these interim final 

regulations.  Beginning with the population of individuals age 0-18, the number of individuals 

potentially affected is estimated in several steps.  First, the number of children who have pre-

existing conditions that might cause them to be excluded from coverage is estimated.  Second, a 

range of take-up rates is used to estimate the number of children who might be newly covered 

after these interim final regulations are implemented.  In addition, the potential cost implications 

are discussed. 

b. Estimated Number of Affected Individuals   

In the individual market, those applying for insurance will no longer face exclusions or 

denials of coverage if they are under the age of 19.  In addition, children covered by non-

grandfathered individual coverage with a rider or waiting period that excludes coverage for a 

pre-existing condition will gain coverage for that condition.  In the group market, participants 

and dependents who are under 19 years old and have experienced a lapse in coverage will no 

longer face up to a twelve-month exclusion for preexisting conditions. 

The Departments’ estimates in this section are based on the 2004-2006 Medical 

Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and 

calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated 

counts and costs for persons under age 19 by age, health status, and insurance status.   
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There are two main categories of children who are most likely to be directly affected by 

this regulation: first, children who have a pre-existing condition and who are uninsured; second, 

children who are covered by individual insurance but with a rider excluding coverage for a pre-

existing condition, or in a period during which coverage for the pre-existing condition is 

excluded.  For the latter category, obtaining coverage for the pre-existing condition may require 

terminating the child’s existing policy and beginning a new one. 

It is difficult to estimate precisely how many uninsured children have a pre-existing 

condition that would cause them to be denied coverage for that condition if they were to apply.  

Information on whether individuals have a pre-existing condition for the purpose of obtaining 

health insurance is not collected in any major population-based survey.  In its annual survey on 

market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications 

for children were medically underwritten, and 20,747, or 4.8 percent, were denied.26  The survey 

does not measure the number of applicants who did not make it through an underwriting process, 

nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not 

provide direct estimates of the number or proportion of uninsured children who would be denied 

coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing 

conditions available in nationally representative surveys to estimate the universe of potentially 

eligible individuals.   

The Departments estimate that in 2010 there are approximately 78.0 million children 

under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or 

‘poor’ health or take three or more prescription medications.  The Departments assume that these 

children have a pre-existing condition.  Whether or not the new policy is likely to affect these 

                                                 
26 AHIP Center for Health Policy Research. Individual Health Insurance 2009.  
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf 
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children depends on their own and their parents’ insurance status.  Of the 19.4 million children 

that potentially have a pre-existing condition, 10.2 million already have employer-sponsored 

insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, 

leaving 540,000 uninsured children with pre-existing conditions.27  The Departments assume that 

this group of 540,000 uninsured children with a pre-existing condition would be denied coverage 

for that condition or altogether if they were to apply.   

The likelihood that an uninsured child with a pre-existing condition will gain coverage 

due to these regulations will likely vary by the insurance status of the child’s parent.  As shown 

in Table 2.1, approximately one-half of the 540,000 uninsured children who the Departments 

estimate have a pre-existing condition live with a parent who is also uninsured and is not offered 

employer-sponsored insurance.  An additional 190,000 have a parent who is covered by 

employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but 

did not accept the offer (and the insurance status of the parent is unknown).    

Table 2.1 Estimated number of uninsured children with pre-existing conditions, by 
parent’s insurance status, 2010 
 
Parent’s insurance status Number of children  

Parent has employer-sponsored insurance (ESI) 190,000 

Parent offered ESI 60,000 

Parent has individual market insurance  10,000 

Parent does not have private insurance* 270,000 

No parent 20,000 

Total  540,000 
 
* Primarily parents who are uninsured, but also including a small number who have public coverage 
Source: Departments’ analysis of MEPS-HC data, 2004-2006, trended forward to 2010.    

The group most likely to be affected by this interim final regulation is uninsured children 

whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  

                                                 
27 These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended 
forward to 2010.   
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These parents have demonstrated a strong preference for coverage by being willing to pay for a 

non-group premium for themselves, but their child is uninsured.  Although the Departments 

cannot know with any certainty, it is quite plausible that the child is uninsured because the 

insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual 

market insurance policy does not change substantially and retains its grandfathered status, the 

insurer is not required to add a child with a pre-existing condition.  However, if the parent 

terminates the existing policy and purchases a new policy (which is quite plausible given the 

high prevalence of churning in the individual insurance market), then the new policy will be 

required to cover the child, and a substantial proportion of these children could gain access 

coverage due to these interim final regulations.28   

At the other extreme, roughly 190,000 uninsured children with a pre-existing condition 

have a parent with employer-sponsored insurance (ESI).  It is possible that these children are 

uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that 

the parent could not afford the employee portion of a family plan premium.  These interim final 

regulations are not likely to have much effect on coverage for children in these circumstances.  A 

very small subset of uninsured children whose parents have ESI would have had to be in a pre-

existing exclusion period before coverage is provided for services to treat that condition.  With 

these regulations, there would no longer be such a period, making coverage desirable.  Such 

children may be affected by this provision.   

Approximately 60,000 uninsured children with a pre-existing condition have parents who 

were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will 

                                                 
28 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
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have much effect on that group, because almost all of those parents could have chosen to cover 

themselves, and potentially their child, through ESI in the absence of these regulations.   

In between these extremes are the approximately 270,000 uninsured children whose 

parents are themselves uninsured.  Many of these parents have low to moderate income, and 

many may not be able to afford insurance.29  However, some of these parents might purchase a 

policy for their child with a pre-existing condition if it were available to them.   

While it is relatively easy to hypothesize about the relationship between parental 

insurance status and the likelihood that a child will be newly covered, it is much more difficult to 

estimate with any precision the take-up rates for each parental coverage category.  

Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-

range estimate is that 50% of uninsured children whose parents have individual coverage will be 

newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, 

and that very few children whose parents have ESI, are offered ESI, or who do not live with a 

parent will become covered as a result of these interim final regulations.30  For the high-end 

estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, 

respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.     

                                                 
29 Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. 
Current Population Survey, March 2008.  
30 We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is 
a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage 
among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are 
choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; 
Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for 
workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-
sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of 
demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act 
(http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very 
helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to 
purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the 
Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions.  
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As shown in Table 2.2, the Departments’ mid-range estimate is that 51,000 uninsured 

children with pre-existing conditions could gain coverage as a result of this interim final 

regulation.  At the low end of the range, this could be 31,000 and at the high end of the range, it 

could be 72,000.  Almost all of these children are expected to gain individual coverage, with 

only a small proportion gaining group coverage.31    

Table 2.2 Estimated number of uninsured children gaining coverage  

  

Gain 
Employer-
Sponsored 
Insurance 

Gain 
Individual 
Market 
Insurance 

Total 

High Take-Up 10,000 62,000 72,000 

Medium Take-Up 6,000 45,000 51,000 

Low take-Up 2,000 29,000 31,000 

Source: Departments’ analysis of 2004-2006 MEPS-HC, trended forward to 2010.  

The other group of children who will be affected by these interim final regulations is 

children who already have non-group insurance coverage, but who are covered with a condition 

waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing 

condition.  After the implementation of this interim final regulation, children whose parents 

purchase individual coverage will not be subject to condition waivers.  The Departments estimate 

that there are 90,000 children covered by individual insurance with a condition waiver (or with a  

period during which coverage for a pre-existing condition is excluded).32  The individual market 

issuers who insure these estimated 90,000 children with a condition waiver may decide to remain 

grandfathered plans and thus these children will not be directly affected by these regulations.  

                                                 
31 For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments 
assume that half of the children who takeup coverage join ESI, and half join a private insurance plan in the 
individual insurance market. 
32 The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of 
children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-
based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis 
of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being 
in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for 
their condition. 
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However, the parents of those children could choose to switch from grandfathered plans to new 

plans that will not be grandfathered, although the premium that they pay for such coverage could 

increase.  Similarly, for those children currently covered but in a pre-existing condition waiting 

period, curtailing the waiting period would require the early termination of the current plan and 

purchase of a new plan on or after September 23rd. 

c. Benefits   

The benefits of PHS Act Section 2704 and these interim final rules are expected to amply 

justify the costs.  These interim final regulations will expand and improve coverage for those 

under the age of 19 with preexisting conditions.  This will likely increase access to health care 

and health outcomes, and reduce family financial strain and “job lock,” as described below.   

Numerous studies confirm that when children become insured, they are better able to 

access health care.  Uninsured children are six times more likely than insured children to lack a 

usual site of care.33  By contrast, one year after enrollment in health insurance, nearly every child 

in one study had a regular physician and the percentage of children who saw a dentist increased 

by approximately 25 percent.34  Insured children also experience fewer unmet needs and delays 

in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or 

delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, 

only 3.7% reported such delays or care deficiencies.35 

With regular access to health care, children’s health and well-being are likely to improve. 

When children are sick and without health insurance, they may, out of financial necessity, have 

to forgo treatment; insurance improves the likelihood that children get timely and appropriate 

                                                 
33 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
34 Ibid. 
35 Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), 
available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051.  
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health care services.36  Insured children are less likely to experience avoidable hospital stays than 

uninsured children37 and, when hospitalized, insured children are at less risk of dying.38  When 

children are insured, it not only improves their health status, but also confers corollary benefits. 

Children without health insurance may not be allowed to participate in as many physical 

activities as peers because parents are concerned about the financial impacts of unintentional 

injury.  One study determined that 12 percent of uninsured children had various activity 

restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were 

removed once they gained insurance.39  And health insurance and access to care improve school 

attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an 

insurance program piloted in Santa Clara County, California for children in low-income families, 

found that the proportion of children missing three or more school days in the previous month 

decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance 

program.40 

In addition to their benefits relating to access to care, health, and well-being of children, 

these interim final rules are likely to lower families’ out of pocket health care spending.  Some 

families would face the possibility of paying high out-of-pocket expenses for health care for 

children under 19 who could not obtain insurance because of a preexisting condition.  Further, 

expanded insurance coverage should reduce the number of medical bankruptcies.41  In cases 

                                                 
36 Uninsured children are at least 70% more likely than insured children to not receive 
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid. 
37 Ibid. 
38 Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  
(2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf 
39 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
40 Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s 
Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-
mpr.com/publications/PDFs/CHIimproves.pdf 
41 http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1 
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where medical expenses are substantial, families may no longer need to spend down their assets 

in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states 

offer Medicaid eligibility to adults and children who spend-down to state-established medically 

needy income limits.42  Eight percent of Medicaid beneficiaries qualify via spend-down yet this 

group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), 

due to the fact that coverage kicks in when individuals’ medical costs are high.43  Despite the fact 

that medically needy populations become eligible on account of onerous medical bills, this group 

is especially vulnerable to losing coverage because states are not required to cover this group. 

For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget 

shortfall, an estimated 800 children lost coverage.44  Such coverage interruptions likely 

contribute to higher rates of uncompensated care – the primary source for which is federal 

funding.45  Reduced reliance on these programs under these interim final rules will benefit 

families, state and federal governments and, by extension, taxpayers. 

In addition, these interim final rules may reduce instances of “job lock” -- situations in 

which workers are unable to change jobs due to concerns regarding health insurance coverage for 

their children.46  For example, under the Affordable Care Act and these interim final regulations, 

someone currently insured through the group market with less than 18 months of continuous 

coverage may be more willing to leave her job and become a self-employed entrepreneur if she 

has a child under age 19 with a preexisting condition, because her child now will be able to 

                                                 
42 http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4 
43 Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325 
44 Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf 
45 Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-
Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf 
46 A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent 
of affected workers wages.  While these interim final rules may only have an impact on a small percentage of all 
individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic 
Advisors Report, The Economic Case for Health Reform (June 2009), at 
http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf.  
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obtain immediate coverage for the preexisting condition in the individual market.  Similarly, 

even a worker with more than 18 months of continuous coverage who is already protected by 

HIPAA may be more likely to consider switching firms and changing policies because he would 

not have to worry that his child’s preexisting condition would be excluded for up to 12 months.47  

While the total reduction in job-lock may be small, the impact on those families with children 

with preexisting conditions may be significant.  The effect of these interim final regulations on 

job-lock is discussed further in the summary section below.  

Executive Order 12866 explicitly requires agencies to take account of “distributive 

impacts” and “equity.”   Requiring health insurers to provide coverage to children with pre-

existing conditions will, as described below, result in a small increase in premium for relatively 

healthy adults and children, and a large increase in health and financial security for children with 

pre-existing conditions and their parents.  This transfer is a meaningful increase in equity, and is 

a benefit of these interim final regulations.  

d. Costs and Transfers 

Children with pre-existing conditions have high health care costs – approximately three 

times the average for those without such conditions.48  Although children with pre-existing 

conditions have higher health care costs than healthier children, among children with pre-

existing conditions, those who are uninsured have expenditures that are somewhat lower than the 

average for all children with pre-existing conditions.  Therefore, it is expected that when 

uninsured children obtain coverage, there will be additional demand for and utilization of 

                                                 
47 A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, 
had any impact on job lock, but HIPAA still allows a 12-month pre-existing condition exclusion meaning that for 
conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision 
would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job 
Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, 
Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second 
Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006).  
48 From the Departments’ analysis of MEPS data.   
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services.  There will also be a transfer from out-of-pocket spending to spending covered by 

insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated 

care to the insured population as coverage expands.     

As shown above, the Departments estimate that approximately 2,000 to 10,000 children 

whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in 

the group market.  Because so few children are likely to be newly covered in the group market, 

the estimated costs and transfers are extremely small, on the order of hundredths of a percent.   

The Departments expect that this regulation will have a larger effect on the number of 

children covered in the individual market, resulting in new coverage for between 29,000 and 

62,000 children.  Medical expenses for these newly covered children are likely to be 

substantially greater than for the average child covered by individual insurance.  The 

Departments’ analysis also assumes that children with pre-existing conditions gaining insurance 

under this regulation will have greater health needs than the average uninsured child with a pre-

existing condition.  This assumption concerning adverse selection is common to most analyses of 

purchasing behavior in the individual insurance market.   

In the majority of states that do not require community rating, much of the additional cost 

of care for newly-covered children with pre-existing condition is likely to be borne by the 

parents who purchase coverage for their children.  Based on discussions with industry observers, 

it appears that even in the absence of community rating, it is rare for an insurer to charge more 

than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that 

in non-community rated states that the parents of newly insured children will pay a premium that 

is equal to twice the standard rate, and that the remainder of the additional costs will be spread to 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 51

other policy holders in the individual market in the form of increased premiums.49  However, 

with the new provision preventing denials of coverage for children with pre-existing conditions, 

rating practices in the insurance industry could certainly change, lending uncertainty to this 

estimate. In the approximately twenty states that require adjusted community rating or rating 

bands in the individual market, the Departments’ analysis assumes that all of the additional costs 

of newly covered children will be spread across policies in the individual market.50  Making 

these assumptions, the estimated increase in premiums is 1 percent or less in community rated 

states, and approximately one-half of one percent in states without community rating. 

Finally, for the estimated 90,000 children with existing individual coverage that excludes 

coverage for the pre-existing condition or requires a waiting period before coverage for that 

condition begins, the Departments assume that many of these children will receive coverage for 

their condition(s).  Because their existing individual policies could be grandfathered, the parents 

of these children may need to purchase new policies in order to gain coverage for their children’s 

condition without a waiver.  Children in a pre-existing condition exclusion period in particular 

will need to terminate their current policy and purchase a new one in order to take advantage of 

the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate 

that turnover in the individual market is between 40% and 70% per year. 51  In a few years, most 

children who would have been covered with a condition waiver in the absence of this interim 

final regulation are expected to be in new policies in any case. 

                                                 
49 The Departments assume that in non-community rated states that parents purchasing individual coverage for a 
child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is 
rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the 
estimated expenditures for newly covered children are above the premium that the Departments assume will be 
charged, the analysis assumes that the difference will be spread over all policies in the individual market.   
50 http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 
51 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
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The Departments analyzed expenditures for the approximately 90,000 children who 

reported fair or poor health, or who were taking three or more prescription medications, and for 

whom insurance covered only a small portion of spending for one or more medical conditions.  

Total spending for these 90,000 children was not much different than spending for the children 

who did not appear to have a pre-existing condition waiver, although less of the spending was 

covered by private insurance, and more of it was paid for out-of-pocket or by other sources.52   

Similar to the expectations for newly covered children in the individual market, in states 

that require rating bands or some form of community rating, much of the additional cost for 

eliminating condition waivers will be spread across the insured population, while in states 

without rating restrictions, much of the additional costs will be borne by the parents who 

purchase the coverage.  However, the estimate that insured benefits per child will increase by a 

relatively modest amount suggests that even in states with community rating, the cost and 

transfer effects will be relatively small, at most a few tenths of a percent over the next few years.   

In evaluating the impact of this provision, it is important to remember that the full effects 

of this provision cannot be estimated because of its interactions with other provisions in the 

Affordable Care Act that go into effect at the same time.  For example, under the current 

guaranteed renewability protections in the individual market, if a child with a pre-existing 

condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that 

plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered 

plans to provide recommended preventive services at no cost-sharing.  This will amplify the 

benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the 

                                                 
52 The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage 
for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered 
expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were 
subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the 
expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.   
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Departments cannot provide a more precise estimation of either the benefits or the costs and 

transfers of this provision. 

   

 

3. PHSA Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711, 29 CFR 

2590.715-2711, 45 CFR 147.2711) 

a. Summary   

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the 

Affordable Care Act and these interim final regulations, generally prohibits group health plans 

and health insurance issuers offering group or individual health insurance coverage from 

imposing lifetime or annual limits on the dollar value of health benefits.  The statute also 

provides a special rule allowing “restricted annual limits” with respect to essential health benefits 

(as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before 

January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or 

lifetime per individual limits on specific covered benefits that are not essential health benefits to 

the extent that such limits are permitted under Federal or State law.   

For purposes of establishing a restricted annual limit on the dollar value of essential health 

benefits, the statute provides that in defining the term “restricted annual limit,” the Departments 

“ensure that access to needed services is made available with a minimal impact on premiums.”53  

Based on this Congressional directive, the interim final regulations allow annual limits of no less 

than $750,000 for a plan year beginning on or after September 23, 2010, but before September 

23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before 

                                                 
53 PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable 
Care Act and amended by section 10101(a) of such Act. 
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September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, 

but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on 

essential health benefits.   

The statute and these interim final regulations relating to the prohibition on lifetime limits 

generally apply to all group health plans and health insurance issuers offering group or individual 

health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for 

plan years beginning on or after September 23, 2010.  The statute and these interim final 

regulations relating to the prohibition on annual limits, including the special rules for plan years 

beginning before January 1, 2014, generally apply to group health plans and group health 

insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered 

health plans that are individual health insurance coverage. 

b. Estimated Number of Affected Entities   

In 2009, the latest data available indicates that both the incidence and amount of lifetime 

limits vary by market and plan type (e.g., HMO, PPO, POS). Table 3.1 displays the prevalence 

of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-

three percent of large employers had lifetime limits; 52 percent of small employers had lifetime 

limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least 

likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 

16 percent of small employer HMO plans having a limit and 23 percent of individual HMO plans 

having a limit.  The generosity of the limit also varies, with 45 percent of all large employer 

plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans 

imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a 

limit of 2,000,000 or more.  Note that small employers are more likely than large employers to 
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offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with 

lifetime limits, the maximum limit tends to be lower than those in large firms.54   

Table 3.1: Prevalence of Lifetime Limits 

Market Prevalence of Limit Number of Enrollees 

Large Group   

Under $1,000,000 1% 1,000,000 
$1,000,000 - $2,000,000 18% 18,700,000 
$2,000,000 or higher 45% 46,600,000 
No Limit 37% 38,300,000 

Small Group   

Under $1,000,000 1% 500,000 
$1,000,000 - $2,000,000 12% 6,300,000 
$2,000,000 or higher 39% 20,500,000 
No Limit 48% 25,200,000 

Individual   

Under $1,000,000 2% 200,000 
$1,000,000 - $2,000,000 1% 100,000 
$2,000,000 or higher 86% 8,400,000 
No Limit 11% 1,100,000 
 
Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit 5.2 and 
Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. 
Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  Individual 
Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for 
Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, 
and Benefits 

 

There are scant data on annual limits on which to base this impact analysis. Table 3.2 

displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 

percent of large employers, 14 percent of small employers and 19 percent of individual market 

policies impose an annual limit and thus would be directly impacted by this interim final rule.55  

                                                 
54 Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health 
Research & Educational Trust, (September 2009).  
55 There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from 
data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of 
Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs 
and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a 
plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer 
plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For 
PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from 
the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported 
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In the first year of implementation (beginning September 23, 2010), it is estimated that less than 

0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 

percent of small employer plans, and 2.3 percent of individual plans would have to raise their 

annual limit to $750,000.56  This first-year increase in annual limits would potentially affect an 

estimated 1,670,000 persons across the three markets.  The second year of the phase-in, 

beginning September 23, 2011, would affect additional plans and policies, requiring a 

cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 

percent of individual policies to increase their annual limit to $1,250,000.   The second-year 

increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  

The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 

2.4 percent of large employer plans, 8.1 percent of small employer plans and 14.3 percent of 

individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 

persons across the three markets. 

Table 3.2 Percent of plans employing annual limits in each market 
 
Annual Limit Large Employer Small Employer Individual 
Under $250,000 * 0.4% 0.4% 
$250,000 - 499,999 * 1.3% 1.2% 
$500,000 – 999,999 * 1.7% 1.6% 
$1,000,000 – 1,999,999 2.3% 5.5% 12.0% 
$2,000,000 plus 5.8% 5.5% 3.8% 
Total 8.2% 14.4% 19.0% 
 
* Less than 0.1% 
 
Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 
2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the 
Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for 
PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit 
maximums, broken by level of maximum, the reported percentages of employer plans that had annual 
                                                                                                                                                             
median values for annual maximums. For annual benefit limits in individual coverage the relationship observed 
between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums 
was used to generate corresponding distributions from the synthesized employer annual limits. 
 
56 These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a 
uniform distribution within each cell. 
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maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and 
HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from 
the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer 
reported median values for annual maximums. For annual benefit limits in individual coverage the 
relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET 
employer lifetime benefit maximums was used to generate corresponding distributions from the 
synthesized employer annual limits 

 
 
Table 3.3 Number of persons subjected to annual limits in each market 
 

Annual Limit 
Large 
Employer 

Small Employer Individual Total 

Under $250,000 15,000 225,000 38,000 278,000 
$250,000 - 499,999 45,000 675,000 115,000 835,000 
$500,000 – 999,999 60,000 900,000 153,000 1,113,000 
$1,000,000 – 
1,999,999 

2,389,000 2,869,000 1,177,000 6,435,000 

$2,000,000 plus 6,041,000 2,869,000 377,000 9,287,000 
Total 8,550,000 7,538,000 1,860,000 17,948,000 
 
Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 
2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the 
Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for 
PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit 
maximums, broken by level of maximum, the reported percentages of employer plans that had annual 
maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and 
HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from 
the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer 
reported median values for annual maximums. For annual benefit limits in individual coverage the 
relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET 
employer lifetime benefit maximums was used to generate corresponding distributions from the 
synthesized employer annual limits 
 

It is important to note the rarity of individuals hitting annual and lifetime limits.  While 

such limits are relatively common in health insurance, the numbers of people expected to exceed 

either an annual or lifetime limit is quite low. The estimates provided in Table 3.4 provide a high 

and low range of the number of people who would hit such limits. Such a range is necessary 

because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given 

that high-cost individuals lie at the tail of statistical cost distributions. The Departments 

attempted to extrapolate characteristics of the high-cost population who would be affected by 

these interim final regulations using several data sources. Second, data on per-capita cost is 
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available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to 

convert annual costs into lifetime costs, including considerations of how current spending could 

be related to future spending.57  

Considering these caveats, Table 3.4 indicates that raising the restriction of annual limits 

to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.58  The 

elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people 

who would be expected to exceed a lifetime limit during a calendar year.  

 

 

Table 3.4 Percent and number of persons expected to exceed a lifetime or annual limit 

 Projected to ever exceed limit 
Current Lifetime Limit Percentage Number 
Under $1,000,000 0.03- 0.06% 550-1,050 
$1,000,000 to $1,999,999 0.02%   4,500-5,000 
$2,000,000 plus 0.02%   13,600-14,350  
   
Current Annual Limit   
Under $250,000 0.19-0.23% 550-650 
$250,000 to $499,999 0.08-0.10% 650-850 
$500,000 to $999,000 0.03-0.06% 350-700 
$1,000,000 to $1,999,999 0.02% 1,150-1,300 
$2,000,000 or more  0.01-0.02% 750-1,750 
   
 
Source: Estimates of the expected percentage of the insured population who would exceed a limit are 
based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from 
the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. 
Numbers of people rounded to the nearest 50. 
 

c. Benefits   

                                                 
57 To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a 
higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan 
pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed 
medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health 
Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of 
Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market 
segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option. 
 
58 Numbers in this paragraph calculated from Table 2.4 may differ due to rounding. 
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Annual and lifetime limits exist in the individual, small group and large group health 

insurance markets.  These limits function as caps on how much an insurance company will spend 

on medical care for a given insured individual over the course of a year, or the individual’s 

lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she 

must pay the remaining cost of medical care out of pocket.  These limits particularly affect 

people with high-cost conditions,59 which are typically very serious; for example, one recent 

survey found that 10 percent of cancer patients reached the limit of what insurance would pay for 

treatment.60  The same survey also found that 25 percent of cancer patients or their family 

members used up all or most of their savings, 13 percent were contacted by a collection agency, 

and 11 percent said they were unable to pay for basic necessities like food and housing as a result 

of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual 

limits, this interim final rule will help families and individuals experiencing financial burdens 

due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing 

coverage, this interim final rule also reduces uncompensated care, which would otherwise 

increase premiums of the insured population through cost-shifting, as discussed in more detail in 

the summary section. 

The interim final rule will also improve access to care.  Reaching a limit could interrupt 

needed treatment, leading to worsening of medical conditions.  Moreover, those with medical 

debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit 

                                                 
59 An April 2008 study by Milliman “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average 
one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  
The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one 
estimate of $618,000 (Med Care 2006;44: 990–997). 
60 See “National Survey of Households Affected by Cancer.” (2006) accessed at 
http://www.kff.org/kaiserpolls/upload/7591.pdf 
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a doctor or clinic for a medical issue.61  The removal and restriction of benefit limits helps ensure 

continuity of care and the elimination of the extra costs that arise when an untreated or 

undertreated condition leads to the need for even more costly treatment, that could have been 

prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to 

additional mortality and lost workplace productivity, effects that would be amplified for a sicker 

population such as those who would reach a benefit limit.62  By ensuring continuation of 

coverage, this interim final rule benefits the health and the economic well-being of enrollees. 

These rules are additionally beneficial to those without an alternative source of health 

coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds 

the limit and loses coverage, that individual had a special enrollment right.  If his or her plan 

offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the 

individual could enroll in the coverage, although it might lead to a change in providers and less 

generous coverage.  Those without an alternative option would lose coverage, and the history of 

high medical claims and presence of pre-existing medical conditions could make subsequent 

purchase of health insurance in the individual market unattainable.  Under these interim final 

rules, people will no longer be treated differently depending on whether they have an alternative 

source of coverage. 

Executive Order 12866 explicitly requires agencies to take account of “distributive 

impacts” and “equity,” and these considerations help to motivate the relevant statutory 

provisions and these interim final regulations.  Prohibiting lifetime limits and restricting annual 

limits assures that insurance will perform the function for which it was designed – namely, 

                                                 
61 Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web 
Exclusive (2006)  
62 See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National 
Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: 
National Academy Press. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 61

protecting health and financial well being for those most in need of care.  This represents a 

meaningful improvement in equity.   

d. Costs and Transfers   

Extending health insurance coverage for individuals who would otherwise hit a lifetime 

or annual limit will increase the demand for and utilization of health care services, thereby 

generating additional costs to the system.  The three year phase-in of the elimination of annual 

limits and the immediate elimination of lifetime limits will increase the actuarial value of the 

insurance coverage for affected plans and policies if no other changes are made to the plan or 

policy.  Issuers and plans in the group market may choose to make changes to the plan or policy 

to maintain the pre-regulation actuarial value of the plan or policy, such as increasing 

copayments in some manner.  To the extent that higher premiums (or other plan or policy 

changes) are passed on to all employees, there will be an explicit transfer from workers who 

would not incur high medical costs to those who do incur high medical costs.  If, instead, if the 

employers do not pass on the higher costs of insurance coverage to their workers, this could 

result in lower profits or higher prices for employer’s goods or services.  Given the small 

numbers of people who exceed the benefit limits in the current group markets, the Departments 

anticipate such transfers to be minimal when spread across the insured population (at a premium 

increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for 

annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. 

However, as this discussion demonstrates, there is substantial uncertainty in data and in the 

anticipated plan changes to this interim final rule, preventing more precise estimations of effects.   

 In the individual market, where policies are individually underwritten with no rating 

bands in the majority of states, the Departments expect the premium cost or other changes to be 
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largely borne by the individual policyholder.  As discussed in the impact analysis for Section 

2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread 

across the insurance market. In the 20 states with modified community rating, issuers could 

spread the increased costs across the entire individual market, leading to a transfer from those 

who would not incur high medical costs to those who do incur such costs.  However, as with the 

group market, such a transfer is expected to be modest, given the small numbers of people who 

would exceed their benefit limit.  The Departments estimate that the transfer would be three-

quarters of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits, 

under a situation of pure community rating where all the costs get spread across the insured 

population.  This impact does not apply to grandfathered individual market plans. Also, given the 

wide variation in state insurance markets, a more precise estimation is not possible, and the 

premium impact would be even less in the majority of states that allow underwriting in the 

individual insurance market. 

 It is worth noting that the transfers discussed above will be mitigated by the associated 

expansion of coverage that these interim final rules create.  The Departments expect that due to 

the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer 

people will be left without protection against high medical costs.  This will lead fewer 

individuals to spend down resources and enroll in Medicaid or receive other State and locally 

funded medical support.  It can be anticipated that such an effect will be amplified due to the 

high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in 

Medicaid, State and local funded health care coverage programs, as well as uncompensated care, 

all of which would otherwise raise taxes and/or premiums for the larger population.  
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Unfortunately, data around these high-cost individuals is limited, preventing  quantification of 

these benefits at the present time. 

 Additional uncertainty prevents more precise estimation of the benefits and impacts of 

this provision. As discussed in the impact analysis for Section 2704, there are interactive effects 

of the various provisions in this regulation which cannot be estimated. For example, prohibiting 

rescissions and lifetime limits could mean that someone who would have had a policy rescinded 

now maintains coverage, and also maintains coverage beyond a previous lifetime limit. 

Moreover, it is important to remember that the estimates presented here, by necessity, utilize 

“average” experiences and “average” plans.  Different plans have different characteristics of 

enrollees, for example in terms of age or health status, meaning that provisions such as 

eliminating lifetime or restricting annual limits could affect them differently. This also means 

that average impacts of the various provisions in this regulation or others cannot simply be added 

to obtain a total impact, since a plan may be affected by one provision but not another. 

Moreover, plans and issuers will consider these impacts when making decisions about whether or 

not to make other changes to their coverage that could affect their grandfather status – a 

consideration that is pertinent in the case of restricted annual limits, which do not apply to the 

grandfathered individual market.  This further compounds any precise calculation of benefits and 

costs. 

 

e. Enrollment Opportunity 

These interim final regulations provide an enrollment (or, in the case of the individual 

market, reinstatement) opportunity for individuals who reached their lifetime limits in a group 

health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the 
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individual market, the reinstatement opportunity does not apply to individuals who reached their 

lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise 

is no longer in effect.  It would apply, however, to a family member who reached the lifetime 

limit in an individual health insurance family policy while other family members remain in 

coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a 

cost burden of $21,000, as detailed in the Paperwork Reduction Act section.  

f. Alternatives 

Section 2711(a)(2) of the Affordable Care Act requires the Departments to “ensure that 

access to needed services is made available with a minimal impact on premiums.”  Accordingly, 

the Departments undertook an analysis of different restricted annual limit thresholds to study the 

issue, taking into consideration several factors: (1) the current use of annual limits in the group 

and individual market; (2) the average premium impact of imposing different annual limits on 

the individual, small group, and large group markets; (3) the number of individuals who will 

continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that 

a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to 

mitigate the potential for premium increases for all plans and policies, while at the same time 

ensuring access to essential health benefits, the Departments decided to adopt a three-year 

phased approach for restricted annual limits.   

As discussed above, it is important to note that it is difficult to predict exactly how plans 

and issuers will respond under the new regulations.  Annual or lifetime limits on benefits help 

control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual 

limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or 

raise premiums.  The Departments cannot determine which option or combination of options 
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plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums 

due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is 

compounded by the data uncertainties discussed in Section 2b. 

Given the above data limitations, the Departments modeled the impact on premiums of 

increasing the annual limits for plans that currently have annual limits, assuming that the only 

reaction to a required increase in annual limits would be an increase in premiums.  Because some 

plans may choose to offset the potential premium increase by increasing cost sharing, tightening 

the network of providers, or making other plan changes, the modeled premium impacts represent 

the high-end of the possible increases in premiums.   

The Departments modeled a range of options and ways to implement a restricted annual 

limit.  Two of the options considered were setting the annual restricted limit on essential benefits 

at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed 

the limit and hit a gap in insurance coverage.  However, plans with current low limits could see 

increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans 

and non-grandfathered individual policies will be required to remove annual limits.  A low 

annual limit until 2014 would offer less protection to those with medical expenses exceeding the 

limit, and could result in an increase in premiums in 2014 (although a variety of other changes 

that will be implemented in 2014 could be expected to result in lower premium increases in most 

states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over 

time was selected.   

Table 3.5 demonstrates premium impacts at different annual limit thresholds, and Table 

3.4 above demonstrates the numbers of people expected to exceed different annual limit 

thresholds.  The Departments chose to set the restricted annual limit relatively low in the first 
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year, and to then increase the limit up to $2 million over the three-year period.  This phased 

approach was intended to ease any increases in premiums in any one year, particularly for plans 

with low initial annual limits, and to help group plans and non-grandfathered individual policies 

transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was 

associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, 

but it is anticipated that these plans only make up less than one-half of one percent of the market. 

On the other hand, raising the restricted annual limits to $2,000,000 under this interim rule could 

be expected to help an estimated 2,700 to 3,500 people63 who would no longer exceed their 

annual limit, ensuring financial protection to those who have high medical claims.  Note that the 

interim final regulations also include a waiver for issuers or plans that assert that adhering to 

these limits will significantly reduce access or increase premiums.  While the impact of this 

policy is not quantified, it, too, is intended to mitigate any unintended consequences given the 

paucity of data on the incidence and prevalence of annual limits in the markets today.  

Table 3.5 Estimated premium impacts for a plan moving to a new annual limit 

Current 
Limit New Limit 

  

People 
Subject to 
Current 
Limit 

  
$500k $750k $1 million $1.5 million $2 million 

$250k 278,000 3.7% 5.1% 6.1% 6.2-6.4% 6.264-6.6% 
$500k 835,000  1.4% 2.3% 2.4-2.6% 2.4-2.8% 
$750k 1,113,000   1.0% 1.0-1.2% 1.0-1.5% 
$1 million 6,435,000    0.1-0.3% 0.1-0.5% 
$1.5 
million 9,287,000        0.04-0.2% 
 
Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries 
Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given 
annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates 
(percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for 
such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC 

                                                 
63 Numbers calculated from Table 2.4 may differ due to rounding. 
64 If a second decimal place were included, the lower end of the range in this column would be greater than the 
lower end of the range in the $1.5 million column.   
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person level spending data, calibrated to National Health Account levels, with the shape of the distribution 
modified based on high-cost claims data from the Society of Actuaries. The conditional premium 
increases were then applied to the fractions of plans in each of the three market segments by level of 
current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low 
impact estimates, the distributions were then adjusted only for the expected marginal loading impact of 
using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the 
distributions were also adjusted to reflect possible underestimation of the tails of the expenditure 
distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels 
that generated aggregate impacts that were conservative relative to estimates from 
PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation.  
 

4. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712, 29 CFR 2590.715-2712, 45 CFR 

147.2712). 

a. Summary  

As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations prohibit group health plans and health insurance issuers that offer group or individual 

health insurance coverage generally from rescinding coverage under the plan, policy, certificate, 

or contract of insurance from the individual covered under the plan or coverage unless the 

individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or 

omission that constitutes fraud, or unless the individual makes an intentional misrepresentation 

of material fact, as prohibited by the terms of the plan or coverage.  These interim final 

regulations provide that a group health plan, or a health insurance issuer offering group health 

insurance coverage, must provide at least 30 days advance notice to an individual before 

coverage may be rescinded.65  The notice must be provided regardless of whether the rescission 

is of group or individual coverage; or whether, in the case of group coverage, the coverage is 

insured or self-insured, or the rescission applies to an entire group or only to an individual within 

the group.    

                                                 
65 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
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PHS Act Section 2712 and these interim final regulations create a statutory federal 

standard and enforcement power in the group and individual markets where it did not exist.  

Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior 

to this provision taking effect, only varying court-made federal common law exists for ERISA 

plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five 

circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, 

the majority of federal courts or the Restatement of Contracts. According to a House Energy and 

Commerce Committee staff memorandum,66 rather than reviewing medical histories when 

applications are submitted, some insurers engage in “post-claims underwriting.”  Under this 

practice, if the policyholders become sick and file expensive claims, the insurance companies 

initiate investigations to scrutinize the details of the policyholder's application materials and 

medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer 

rescinds the policies, returns the premiums, and refuses payment for medical services.  The 

Committee found some questionable practices in this area including insurance companies 

rescinding coverage even when discrepancies are unintentional or caused by others, for 

conditions that are unknown to policyholders, and for discrepancies unrelated to the medical 

conditions for which patients sought medical care.  According to the Committee, the current 

regulatory framework governing the individual insurance market in this area is a haphazard 

collection of inconsistent state and federal laws. Protections for consumers and enforcement 

actions by regulators vary depending on where individuals live. Because of these varying 

standards, many patients lack adequate protections against rescission, prompting the need for and 

benefits from this rule.    

                                                 
66 Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. 
On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental 
memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. 
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When a coverage rescission occurs, an individual’s health insurance coverage is 

retroactively cancelled, which means that the insurance company is no longer responsible for 

medical care claims that they had previously accepted and paid.  Rescissions can result in 

significant financial hardship for affected individuals, because, in most cases, the individuals 

have accumulated significant medical expenses. 

b. Estimated Number of Affected Entities   

The Departments assume that these interim final rules will have their largest impact on 

the individual insurance market, because group health coverage rarely is rescinded.67  By 

creating a new Federal standard governing when policies can be rescinded, the Departments 

expect the interim final rules to potentially affect the approximately 17 million non-elderly 

individual health insurance policy holders and their dependents in the individual health insurance 

market.68  In addition, approximately 490 health insurance issuers offering coverage in the 

individual health insurance market who currently could rescind health insurance coverage are 

expected to be affected.69  That said, the actual incidence of individuals who are subject to 

rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force 

collected data on 52 companies covering the period 2004-2008, and found that rescissions 

averaged 1.46 per thousand policies in force70.  This estimate implies there are approximately 

10,700 rescissions per year. 

 c. Benefits   

 There are many benefits that flow from this interim final rule, which the Departments 

believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive 

                                                 
67 This statement is supported by conversations with industry experts.   
68 2009 Current Population Survey. 
69 Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare 
(http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx). 
70 NAIC Rescission Data Call, December 17, 2009, p.1. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 70

impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that 

enrollees paid for an expected to cover the cost of expensive illnesses and conditions, preventing 

rescissions would prevent inequity and greatly increase health and economic well-being.  

Consumers would have greater confidence that purchasing insurance would be worthwhile, and 

policies would represent better value for money.  As discussed in Section 2c, it is also well-

documented that lack of insurance leads to lost workplace productivity and additional mortality 

and morbidity.71  Thus, these rules would contribute to reducing the burden from lost 

productivity that arises from people being uncovered.  These effects would be especially large 

relative to the number of individuals affected given that the affected population tends to be much 

sicker on average. 

 Specifically, this provision also could protect against interruptions in care resulting from 

rescissions. People with high cost illnesses would have continued access to care throughout their 

illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in 

health insurance, even if brief, can have significant health and financial consequences.72  A 

survey from the Commonwealth Fund found that about three of five adults with any time 

uninsured said they had not received needed health care in the past year because of costs – more 

than two times the rate of adults who were insured all year.  Further, 44 percent of respondents 

who had experienced any coverage break during the prior year said they had failed to go to a 

doctor or clinic when they had a medical problem because of costs, compared with 15 percent of 

adults who did not experience such breaks.73  

 This interim final rule will also have substantial financial benefits for individuals who 

                                                 
71 Hadley (2003);  
72 This point is discussed further in the summary section below.   
73 Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available 
http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf 
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otherwise would have had their policies rescinded.  While there has been minimal documentation 

of financial losses associated with rescissions, reports suggest severe financial hardships may 

result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop 

chemotherapy for several months after being dropped by an insurer.74  The maintenance of 

coverage through illness not only prevents financial hardship for the particular enrollee, but can 

also translate into lower premiums for the broader insured population by reducing cost-shifting 

from the costs of uncompensated care. 

  

d. Costs and Transfers   

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of 

material fact could lead insurers to spend more resources checking applications before issuing 

policies than they did before the Affordable Care Act, which would increase administrative 

costs. However, these costs could be partially offset by decreased costs associated with reduced 

post-claims underwriting under the interim final rule. Due to lack of data on the administrative 

costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence 

of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for 

an advance notice prior to rescission of a policy imposes an hour burden of 350 hours and a cost 

burden of $29,000. These costs are discussed in more detail in the Paperwork Reduction Act 

section later in this preamble. 

To the extent that continuing coverage for these generally high-cost populations leads to 

additional demand for and utilization of health care services, there will be additional costs 

generated in the health care system.  However, given the low rate of rescissions (approximately 

                                                 
74 Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times 
(2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story.  
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0.15% of individual policies in force) and the relatively sick nature of people who have policies 

rescinded (who would have difficulty going without treatment), the Departments estimate that 

these additional costs would be small. 

Under this provision of the interim final regulations, a transfer likely will occur within 

the individual health insurance market from policyholders whose policies would not have been 

rescinded before the Affordable Care Act to some of those whose policies would have been 

rescinded before the Affordable Care Act, depending on the market and the rules which apply to 

it.  This transfer could result from higher overall premiums insurers will charge to recoup their 

increased costs to cover the health care costs of very sick individuals whose policies previously 

could be rescinded (the precise change in premiums depends on the competitive conditions in 

specific insurance markets).  However, rescissions are rare in group markets where such costs 

would be most likely to be transferred through premium increases.  In the individual market, the 

potential costs would likely be born by the individuals themselves unless they live in a state with 

regulations limiting rate increases based on health, as discussed further below.   

While the Departments are unable to estimate the impact of prohibiting rescissions except 

in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even 

the high rates of rescission acknowledged by some smaller insurers would still be expected to 

translate into only a small average impact across the individual health insurance market.  And 

since this small impact across the market would be primarily attributable to insurers paying 

benefits to persons with substantial medical expenditures, the transfer would be useful. 

The Departments assume for their analysis that the individuals covered by the rescinded 

policies are much sicker than average. Specifically, these individuals are assumed to have total 

spending in the top 10 percent of spending, which represents about 70 percent of total spending 
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for the population as a whole, as estimated from the 2007 MEPS-HC person level medical 

expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this 

subset randomly, then they would account for one percent of claims. Depending on the 

percentage of rescissions that no longer occur as a result of this interim final rule, and other 

changes to the insurance market as detailed below, these claims would now have to be covered, 

representing a transfer of costs from the affected entities to the larger insured population.  

Substantial uncertainty exists around the estimated transfer discussed above. First, it can 

be expected that since post-claims underwriting is limited by the interim final regulation, plans 

will expand their pre-claims underwriting practices, potentially leading to increased denials or 

pre-existing condition riders.75 This in turn would decrease the number of rescissions, but 

without expanding coverage or increasing claims paid. Second, as a result of expanded 

underwriting, plans could increase premiums for people with pre-existing conditions, given that 

the majority of states do not require modified or pure community rating. In this way, the costs of 

paying claims for a policy that can no longer be rescinded may largely be paid by the individual 

who now maintains coverage. Finally, there is uncertainty concerning what proportion of the 

rescissions would be considered to result from intentional and material misrepresentation, and 

also uncertainty regarding the interaction of this provision with other provisions, such as the 

elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition 

of pre-existing condition exclusions for children – since new children will now be able to enroll 

in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are 

unable to precisely estimate an overall or average premium impact from this provision, but given 

                                                 
75 These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to 
be allowed for adults until January 1, 2014.   
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the prevalence of rescissions in the current market, the impact is estimated to be at most a few 

tenths of a percent. 

 

 

 
5.  PHSA Section 2719A, Patient Protections  

As discussed earlier in this preamble, Section 2719A of the PHS Act and these interim 

final regulations impose requirements to a group health plan, or group or individual health 

insurance coverage, relating to the choice of health care professionals (primary care provider, 

pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to 

benefits for emergency services.  The requirements relating to the choice of health care 

professional apply only with respect to a plan or health insurance coverage within a network of 

providers.76  However, all plans or health insurance coverage is subject to requirements relating 

to benefits for emergency services.  The cost, benefits, and transfers associated with each of 

these requirements are discussed separately below. 

These rules generally are effective for plan year (or, in the case of the individual market, 

policy years) beginning on or after September 23, 2010. 

 

A.  Choice of Health Care Professional 

1. Designation of Primary Care Provider 

a. Summary.   

                                                 
76 Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely 
reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements 
relating to the choice of a health care professional.   
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The statute and these interim final regulations provide that if a group health plan, or a 

health insurance issuer offering group or individual health insurance coverage, requires or 

provides for designation by a participant, beneficiary, or enrollee of a participating primary care 

provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.   

b. Estimated Number of Affected Entities.   

Choice or assignment to a primary care provider is typically required by health 

maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that 

there are 577 HMOs in the United States,77 accounting for more than 32.3 million enrollees,78 of 

whom about 40 percent have their primary care provider serve as a gatekeeper.79  Similar data 

does not exist for POS plans, although as a reference, about 10 percent of workers with 

employer-sponsored insurance are enrolled in POS plans.80 

Section 2719A of the Affordable Care Act and these interim final regulations only apply 

to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by 

type of market, and the inability to predict new plans that may enter those markets, the 

Departments are unable to predict the number enrollees and plans that would be affected by these 

provisions. Moreover, there are no data on the number of plans that auto-assign patients to 

primary care physicians and do not already allow patients to make the final provider choice, as 

                                                 
77 Kaiser Family Foundation, “Number of HMOs, July 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the 
number of HMOs also includes Medicaid and Medicare only HMOs that are not covered by these interim final 
regulations. 
78 Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey. 
79 See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United 
States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009).  
80 See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment 
for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at 
http://ehbs.kff.org/pdf/2009/7936.pdf.  
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this would be the population to benefit maximally from the interim final rule.  From 

conversations with industry experts the Departments expect, however, that this number would be 

very small, and therefore the benefits and costs of this provision would be small as well, as 

discussed further below. 

c. Benefits.   

Provider choice allows patients to take into account factors they may value when 

choosing their provider, such as provider credentials, office hours and location, advice from 

professionals, and information on the experience of other patients.81  Freedom of choice is an 

important value, particularly in this domain, even if it cannot easily be turned into monetary 

equivalents. Provider choice is a strong predictor of patient trust in their provider, which could 

lead to decreased likelihood of malpractice claims.82  As well, studies show that better patient-

provider trust results in improved medication adherence.83  Research literature suggests that 

better patient-provider relationships also increase health promotion and therapeutic effects.84 

Moreover, one study found that adults who identified having a primary care provider, rather than 

a specialist, as their regular source of care had 33 percent lower annual adjusted health care 

expenditures and lower adjusted mortality.85   

Studies have also found that patients who have long-term relationships with their health 

care providers tend to experience better quality health care.  Adults that have a usual provider 
                                                 
81 See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will 
They Come?.” Journal of General Internal Medicine 22.10 (2007).   
82 Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider 
Choice and Associated Trust.” BMC Health Services Research 22.10 (2007). 
83 Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost 
Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient 
Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults 
Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002). 
84 Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical 
Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, 
and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).   
85 Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care 
Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998). 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 77

and place are more likely to receive preventive care and screening services than those who do 

not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the 

ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual 

provider and place of service.86   

Regular contact with primary care providers also can decrease emergency department 

visits and hospitalizations.  One study found that adolescents with the same regular source of 

care were more likely to receive preventive care and less likely to seek care in an emergency 

room.87  Another study found that patients without a relationship with a regular physician were 

60 percent more likely to go to the emergency department with a non-urgent condition.88  

Patients that have a usual source of care tend to also have fewer hospital admissions.89   

d. Costs and Transfers.  Although difficult to estimate given the data limitations 

described above, the costs for this provision are likely to be minimal.  As previously noted, when 

enrollees like their providers, they are more likely to maintain appointments and comply with 

treatment, both of which could induce demand for services, but these services could then in turn 

reduce costs associated with treating more advanced conditions.  However, the number of 

affected entities from this provision is very small, leading to small additional costs. 

There will likely be negligible transfers due to this provision given no changes in 

coverage or cost-sharing. 

2. Designation of Pediatrician as Primary Care Provider 

a. Summary.   

                                                 
86 Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening 
Services.”  Journal of General Internal Medicine 23.9 (2008). 
87 Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 
(2005). 
88 Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.” 
89 Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.”  
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If a plan or issuer requires or provides for the designation of a participating primary care 

provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final 

regulations require a plan or issuer to permit the designation of a physician (allopathic or 

osteopathic) who specializes in pediatrics as the child's primary care provider if the provider 

participates in the network of the plan or issuer.   The general terms of the plan or health 

insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions 

with respect to coverage of pediatric care.   

b. Estimated Number of Affected Entities.   

Due to lack of data on enrollment in managed care organizations by age, as well as lack 

of data on HMO and POS enrollees by type of market, and the inability to predict new plans that 

may enter those markets, the Departments are unable to predict the number enrollees and plans 

that would be affected by these provisions. As a reference, there are an estimated 11.8 million 

individuals under age 19 with employer sponsored insurance who are in an HMO plan.90 

c.  Benefits.   

By expanding participating primary care provider options for children to include 

physicians who specialize in pediatrics, this provision could benefit individuals who are making 

decisions about care for their children.  As discussed in the previous section, research indicates 

that when doctors and patients have a strong, trusting relationship, patients often have improved 

medication adherence, health promotion, and other beneficial health outcomes.  Considering this 

research, this provision could lead to better, sustained patient-provider relationships and health 

outcomes. 

                                                 
90 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
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In addition, allowing enrollees to select a physician specializing in pediatrics as their 

children’s primary care provider could remove any referral-related delays for individuals in plans 

that require referrals to pediatricians and do not allow physicians specializing in pediatrics to 

serve as primary care providers.91  The American Academy of Pediatrics (AAP) strongly 

supports the idea that the choice of primary care clinicians for children should include 

pediatricians.92  Relatedly, at least two states have laws providing children immediate access to 

pediatricians.93  

Regular pediatric care, including care by physicians specializing in pediatrics, can 

improve child health outcomes and avert preventable health care costs.  For example, one study 

of Medicaid enrolled children found that when children were up to date for age on their schedule 

of well-child visits, they were less likely to have an avoidable hospitalization at a later time.94  

Likewise, if providers are able to proactively identify and monitor obesity in child patients, they 

may reduce the incidence of adult health conditions that can be expensive to treat; various 

studies have documented links between childhood obesity and diabetes, hypertension, and adult 

obesity.95  One recent study modeled that a one-percentage-point reduction in obesity among 

twelve-year-olds would save $260.4 million in total medical expenditures.96  

Giving enrollees in covered plans (that require the designation of a primary care 

provider) the ability to select a participating physician who specializes in pediatrics as the child’s 

                                                 
91 There is no data available to estimate the number of plans that fall into this category. 
92 See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care 
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at 
http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.   
93 For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights 
requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7. 
94 Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.” 
95 “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  
National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human 
Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm. 
96 Ibid. 
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primary care provider benefits individuals who would not otherwise have been given these 

choices.  Again, the extent of these benefits will depend on the number of enrollees with children 

that are covered by plans that do not allow the selection of a pediatrician as the primary care 

provider, which industry experts suggest would be small. 

d. Costs and Transfers.   

Although difficult to estimate given the data limitations described above, the costs for 

this provision are likely to be small. Giving enrollees a greater choice of primary care providers 

by allowing them to select participating physicians who specialize in pediatrics as their child’s 

primary care provider could lead to health care costs by increasing the take-up of primary care 

services, assuming they would not have utilized appropriate services as frequently if they had not 

been given this choice.   

Any transfers associated with this interim final rule are expected to be minimal.  To the 

extent that pediatricians acting as primary care providers would receive higher payment rates for 

services provided than would other primary care physicians, there may be some transfer of 

wealth from policy holders of non grandfathered group plans to those enrollees that choose the 

former providers.  However, the Departments do not believe that this is likely given the 

similarity in income for primary care providers that care for children.97 

3. Patient access to obstetrical and gynecological care 

a. Summary.   

The statute and these interim final regulations also impose requirements on a group 

health plan, or a health insurance issuer offering group or individual health insurance coverage, 

that provides coverage for obstetrical or gynecological care and requires the designation of an in-

network primary care provider.  Specifically, the plan or issuer may not require authorization or 
                                                 
97 http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf 
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referral by the plan, issuer, or any person (including a primary care provider) for a female 

participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an 

in-network health care professional who specializes in obstetrics or gynecology.98  These plans 

and issuers must also treat the care and the ordering of obstetrical and gynecological items and 

services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the 

primary care provider.  A health care professional specializing in obstetrics or gynecology is 

defined as a person who is licensed under the applicable State law to provide obstetrical or 

gynecological care and is not limited to a physician.   

b. Estimated Number of Affected Entities.   

Requiring referrals or authorizations to OB/GYNs is typically required by health 

maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according 

to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN 

in the past year and 47 percent of women of reproductive age counted OB/GYNs among their 

routine health care providers.99  In 2006, there were 69.4 million visits to an OB/GYN according 

to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control 

and Prevention.100 Although more recent data is not available, a 1999 survey showed that 60 

percent of all OB/GYNs in plans requiring the designation of a primary care provider reported 

that their gynecologic patients were either limited or barred from seeing their OB/GYNs without 

first getting permission from another physician, and 28 percent reported that their pregnant 

patients needed permission before seeing an OB/GYN.101  Nearly 75 percent of surveyed 

                                                 
98 For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is 
licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician. 
99 See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).   
100 See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health 
Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at 
http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf.  
101 See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999. 
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OB/GYNs reported that their patients needed to return to their primary care physicians for 

permission before they could provide necessary follow-up care. 

Notably, beginning in 1994, due to both consumer demand and efforts to regulate 

managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek 

care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 

states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 

14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, 

New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and 

Wyoming.102  This provision gives females direct access to OB/GYNs in covered plans in these 

states, who may otherwise not have had this direct access.  As well, because State law is pre-

empted by ERISA, women in self-insured plans did not previously receive this legal protection.  

In addition, these women will not need to get an authorization from their primary care provider 

for the care and ordering of obstetrical and gynecological items and services by their 

participating OB/GYN. 

The regulations of Section 2719A apply to non-grandfathered plans.  However, due to the 

lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans 

that may enter those markets, the Departments are unable to predict the number enrollees and 

plans that would be affected by this provision. As a reference, there are an estimated 14.8 million 

females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.103 

c. Benefits.   

                                                 
102 Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at 
http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114 
103 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
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This provision gives women in covered plans easier access to their OB/GYNs, where 

they can receive preventive services such as pelvic and breast exams, without the added time, 

expense, and inconvenience of needing permission first from their primary care providers.  

Moreover, this provision may also save time and reduce administrative burden since 

participating OB/GYNs do not need to get an authorization from a primary care provider for the 

care and ordering of obstetrical and gynecological items and services. To the extent that primary 

care providers spend less time seeing women who need a referral to an OB/GYN, access to 

primary care providers will be improved.  To the extent that the items and services are critical 

and would have been delayed while getting an authorization from the primary care provider, this 

provision could improve the treatment and health outcomes of female patients. 

Access to such care can have substantial benefits in women’s lives. About 42,000 

American women will die each year from breast cancer, and it is estimated that about 4,000 

additional lives would be saved each year just by increasing the percentage of women who 

receive recommended breast cancer screenings to 90 percent.104  As well, regular screening with 

Pap smears is the major reason for the 30-year decline in cervical cancer mortality.105 

To the extent that direct access to OB/GYN services results in increased utilization of 

recommended and appropriate care, this provision may result in benefits associated with 

improved health status for the women affected.  Potential cost savings also exist since women in 

affected plans will not need to visit their primary care provider in order to get a referral for 

routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary 

time and administrative burden, and decreasing the number of office visits paid by her and by her 

health plan.   

                                                 
104 See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and 
Health Benefits.”  Partnership for Prevention, August 2007. 
105 See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26. 
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4. Costs and Transfers.   

One potential area of additional costs with this provision would be induced demand, as 

women who no longer need a referral to see an OB/GYN may be more likely to receive 

preventive screenings and other care. Data is limited to provide an estimate of this induced 

demand, but the Departments believe it to be small. 

5. Transfers Associated with the Rule.   

To the extent this interim final rule results in a shift in services to higher cost providers, it 

would result in a transfer of wealth from enrollees in non grandfathered group plans to those 

individuals using the services affected.  However, such an effect is expected to be small. 

 

B.  Coverage of Emergency Services 

1. Summary.   

Section 2719A of the Affordable Care Act and these interim final regulations provide that 

a non-grandfathered group health plan and a health insurance issuer that covers any emergency 

services administered in a emergency department of a hospital must cover emergency services 

without requiring prior authorization and without regard to whether the health care provider 

furnishing the services is a participating network provider with respect to the services.  

Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance 

coverage with a network of providers that provide benefits for emergency services receives such 

services from an “out-of-network” health care provider, the plans or issuer may not impose any 

administrative requirements or limitations on benefits for out-of-network services that are more 

restrictive than the requirements or limitations applicable to in-network emergency services.   
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Finally, these interim final regulations provide that cost-sharing requirements expressed 

as a copayment amount or coinsurance rate imposed for out-of-network emergency services 

cannot exceed the cost-sharing requirements that would be imposed if the services were provided 

in-network. These regulations also require that a plan or health insurance issuer pay for out-of-

network emergency services the greater of the median in-network rate, the usual and customary 

rate, or the Medicare rate.  

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under Emergency Medical 

Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There 

are, however, some variances from the EMTALA definitions.  For example, emergency medical 

condition is defined in terms of what a prudent layperson might expect to happen if immediate 

medical attention is not sought.   

 2. Estimated Number of Affected Entities 

This interim final rule will directly affect out-of-pocket expenditures for individuals 

enrolled in non grandfathered private health insurance plans (group or individual) whose 

copayment or coinsurance arrangements for emergency services differ between in network and 

out of network providers.  The interim final rule may also require some health plans to make 

higher payments to out of network providers than are made under their current contractual 

arrangements.  There are no available data, however, that allow for national estimates of the 

number of plans (or number of enrollees in plans) that have different payment arrangements for 

out of network than in-network providers, or differences between in and out of network 
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copayment and coinsurance arrangements, in order to more precisely estimate the number of 

enrollees affected. 

The Departments conducted an informal survey of benefits plans for large insurers in 

order to assess the landscape with regard to copayment and coinsurance for emergency 

department services, but found that a variety of arrangements currently exist in the marketplace.  

Many of the large insurers maintained identical co-payment and/or coinsurance arrangements 

between in and out of network providers.  Others have differing arrangements based on 

copayments, coinsurance rates, or a combination of the two.  While useful for examining the 

types of arrangement that exist in the market place, these data do not contain enrollment 

information and therefore cannot be used to make impact estimates. 

 Although these data do not permit quantitative estimates of plans or persons affected, 

other data can be illustrative of overall magnitudes for emergency services.  For a point of 

reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 

39.9 percent were made by individuals with private insurance.  This represents approximately 

46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency 

department services, or 27.4 million people.106 While data on rates of out-of-network ER 

encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally 

about 8 percent of its emergency room visits are sought out-of-network.107  Given the breadth of 

the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are 

out-of-network each year, since a plan with a smaller provider network will be more likely to 

have out-of-network use by enrollees.  If each individual was equally likely to utilize out of 

                                                 
106 Vital and Health Statistics, Advanced Data No. 386, June 29, 2007   
107 BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 
10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue 
Shield plans, its statistics for out of network emergency services utilization should be considered a conservative 
estimate of the proportion of ER services that insured individuals receive out-of-network. 
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network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by 

differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a 

large portion, of these individuals are covered by plans that have identical in and out of network 

requirements.  Therefore, the number of individuals affected by this regulatory provision would 

be smaller.  

3. Benefits 

Insurers maintain differing copayment and coinsurance arrangements between in and out 

of network providers as a cost containment mechanism.  Implementing reduced cost sharing for 

the use of in network providers provides financial incentive for enrollees to use these providers, 

with whom plans often have lower-cost contractual arrangements.  In emergency situations, 

however, the choice of an in network provider may not be available – for example, when a 

patient is some distance from his or her local provider networks or when an ambulance transports 

a patient to the nearest hospital which may not have contractual arrangements with the person’s 

insurer.  In these situations, the differing copayment or coinsurance arrangements could place a 

substantial financial burden on the patient. This interim final rule would eliminate this disparity 

in out of pocket burden for enrollees, leading to potentially substantial financial benefit. 

The interim final rule also provides for potentially higher payments to out-of-network 

providers, if usual customary rates or Medicare rates are higher than median in-network rates.  

This could have a direct economic benefit to patients, as the remaining differential between 

provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.   

 To the extent that expectations about such financial burden with out-of-network 

emergency department usage would cause individuals to delay or avoid seeking necessary 

medical treatment when they cannot access a network provider, this provision may result in more 
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timely use of necessary medical care.  It may therefore result in health and economic benefits 

associated with improved health status; and fewer complications and hospitalizations due to 

delayed and possibly reduced mortality.  The Departments expect that this effect would be small, 

however, because insured individuals are less likely to delay care in emergency situations.  

4. Costs and Transfers 

The economic costs associated with the emergency department provisions are likely to be 

minimal  These costs would occur to the extent that any lower cost-sharing would induce new 

utilization of out of network emergency services.  Given the nature of these services as 

emergency services, this effect is likely to be small for insured individuals.  In addition, induced 

demand for services in truly emergent situations can result in health care cost savings and 

population health improvements due to the timely treatment of conditions that could otherwise 

rapidly worsen. 

The emergency department provisions are likely to result in some transfers from the 

general membership of non grandfathered group policies that have differing copayment and 

coinsurance arrangements to those policy holders that use the out of network emergency 

services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing 

for out of network emergency services, then plans must pay more when enrollees use those 

services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while 

plan costs will get spread across the insured market.  Second, if the provision results in plans 

paying higher rates than they currently do for out-of-network providers, then those costs will get 

spread across the insured market while the individual enrollees using out-of-network care would 

potentially get a smaller balance bill.  For all of the data issues described above, the precise 

amount of the transfer which would occur through an increase in premiums for these group plans 
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is impossible to quantify with any precision, but it is likely to be less than one-tenth of one 

percent of premium, and only applies to non-grandfathered plans.     

 

C. Application to grandfathered health plans.   

As discussed above, the statute and these interim final regulations relating to certain 

patient protections do not apply to grandfathered health plans.  However, other Federal or State 

laws related to these patient protections may apply regardless of grandfather status. 

 

D.  Patient Protection Disclosure Requirement 

The Departments believe that it is important that individuals enrolled in a plan or health 

insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician 

when a plan or issuer requires participants or subscribers to designate a primary care physician; 

or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these 

interim final regulations require such plans and issuers to provide a clear, salient, and explicit 

notice to participants (in the individual market, primary subscribers) of these rights when 

applicable.  Model language is provided in these interim final regulations.  The notice must be 

provided whenever the plan or issuer provides a participant with a summary plan description or 

other similar description of benefits under the plan or health insurance coverage, or in the 

individual market, provides a primary subscriber with a policy, certificate, or contract of health 

insurance. 

The Departments estimate that the cost to plans and insurance issuers to prepare and 

distribute the disclosure is $6.1 in 2011.  For a discussion of the Patient Protection Disclosure 

Requirement, see the Paperwork Reduction Act section later in this preamble. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 90

 

 

6. Combined Effects of the Insurance Market Reforms 

a. Summary  

The Affordable Care Act includes a number of provisions that are effective for plan years 

(or in the case of individual health insurance coverage, for policy years) beginning on or after 

September 23, 2010.  These interim final regulations include four of those provisions whose 

purpose is to improve consumer protections.  Two additional provisions – the extension of 

dependent coverage to adult children and the rules defining a grandfather plan – were the subject 

of previously published interim final regulations.  Additional provisions – relating to coverage of 

preventive services (Section 2713) and external appeals (Section 2719) – will be subject to 

interim final regulations in the future.   

This set of regulations is distinct from the others in that its primary beneficiaries are 

people who generally already have some type of illness, injury or disability.  The provision 

prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured 

children gain insurance, and another 90,000 children who have insurance with benefit carve-outs 

or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 

people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 

each year who would be expected to have costs that exceed a limit.  Based on an NAIC survey, 

the Departments estimate there are approximately 10,700 rescissions of policies in the individual 

market per year, and these interim final regulations are expected to reduce this number 

substantially.108  And one of the patient protections, access to emergency care from out-of-

network providers, limits the out-of-pocket spending for individuals with some acute health care 
                                                 
108 NAIC Rescission Data Call, December 17, 2009, p.1. 
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need.  While the estimates on the number of people affected by these policies may be small, a 

much larger number of Americans are at risk of hitting one of these barriers to insurance 

coverage and will gain indirect benefits of the legislation.  This section describes the potential 

combined benefits, costs, and transfers of these provisions.   

 b. Benefits 

These regulations could generate significant economic and social welfare benefits to 

consumers.  This would take the form of reductions in mortality and morbidity, a reduction in 

medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in 

premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of 

these effects is described below.  It should be noted that the benefits described are substantially 

greater in each of these areas once the full Accountable Care Act is implemented. 

A first type of benefit is reductions in mortality and morbidity.  While the empirical 

literature leaves many questions unresolved, a growing body of evidence convincingly 

demonstrates that health can be improved  by either spending more on at-risk individuals or by 

expanding health insurance coverage.  For example, Almond et al.109 find that newborns 

classified just below a medical threshold for “very low birthweight” have lower mortality rates 

than newborns classified as just above the threshold, despite an association between low birth 

weight and higher mortality in general, because they tend to receive additional medical care. In a 

study of severe automobile accidents, Doyle110 found that uninsured individuals receive less care 

                                                 
109 Almond, Douglas, Joseph J. Doyle, Jr., Amanda E. Kowalski, and Heidi Williams. “Estimating 
Marginal Returns to Medical Care: Evidence from At-Risk Newborns.” The Quarterly Journal of 
Economics, May 2010, 125(2): 591-634. http://www.mit.edu/~jjdoyle/vlbw.pdf.  
110 Doyle, Joseph J. “Health Insurance, Treatment and Outcomes: Using Auto Accidents as Health Shocks.” The 
Review of Economics and Statistics, May 2005. 87(2):256-270. 
http://www.mitpressjournals.org/doi/abs/10.1162/0034653053970348.  
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and have a substantially higher mortality rate. Currie and Gruber111 found that increased 

eligibility for Medicaid coverage expanded utilization of care for otherwise uninsured children, 

leading to a sizeable and significant reduction in child mortality. A study of Medicare by Card et 

al.112 found that individuals just old enough to qualify for coverage have lower mortality rates – 

despite similar illness severity – than do those just too young for eligibility. Finally, a report by 

the Institute of Medicine (IOM)113 found mortality risks for uninsured individuals that were 25 

percent higher than those of observably similar insured individuals. In addition to the prospect 

that expanded insurance coverage will result in reductions in mortality, it will almost certainly  

substantially reduce morbidity, as demonstrated in extensive reviews of the literature by Hadley 

and the Institute of Medicine.114   

These regulations will expand access to currently uninsured individuals.  These newly 

insured populations will likely achieve both mortality and meaningful morbidity reductions from 

the regulations, especially those populations who face rescissions, restricted annual or lifetime 

limits, or pre-existing conditions exclusions, since they are on average in worse health and thus 

likely to benefit even more from insurance coverage than uninsured individuals in general.  

Considerable uncertainty surrounds any specific estimate of the effect of expanded 

coverage on mortality and morbidity.115  The Departments conclude that reductions in mortality 

and morbidity are likely to be a significant benefit of these regulations but that this benefit is 

currently nonquantifiable; they continue to explore the empirical question.  

                                                 
111 Currie, Janet and J. Gruber. “Health Insurance Eligibility, Utilization of Medical Care, and Child Health.” The 
Quarterly Journal of Economics, May 1996. 111(2):431-466. http://www.jstor.org/stable/2946684?cookieSet=1.  
112 Card, David, C. Dobkin, and N. Maestas. “Does Medicare Save Lives?” The Quarterly Journal of Economics, 
May 2009. 124(2):597-636. http://www.mitpressjournals.org/doi/abs/10.1162/qjec.2009.124.2.597.  
113 Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 
2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1.  
114 Institute of Medicine, op. cit.  Hadley J.  Sicker and Poorer: The consequences of being uninsured.  Medical Care 
Research and Review, Vol. 60, No. 2 suppl, 3S-75S (2003) 
115 Kronick, Richard. “Health insurance coverage and mortality revisited.” Health Services Research. April 2009. 
44(4):1211-1231. http://www3.interscience.wiley.com/journal/122342601/abstract?CRETRY=1&SRETRY=0.  
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The health benefits of the Affordable Care Act will become substantially greater in 2014 

and subsequent years, when millions of additional individuals will obtain health insurance 

coverage. For example, the Congressional Budget Office estimates that 32 million more 

individuals will have health insurance by 2019 as a result of the regulations. When compared 

with the estimated 76 thousand individuals directly affected by the rescissions, pre-existing 

condition exclusion, and annual and lifetime limit policies and the 1.2 million estimated to be 

acquiring coverage because of expanded coverage through age 26 on family policies, it is clear 

that the health benefits of the legislation will grow substantially in the years ahead.  

 A second type of benefit from the cumulative effects of these interim final regulations is 

a reduction in medical risk.  A central goal of health insurance is to protect individuals against 

catastrophic financial hardship that would come with a debilitating medical condition.  By 

pooling expenses across healthy and sick individuals, insurance can substantially improve the 

economic well-being of the sick while imposing modest costs on the healthy.  This insurance is 

valuable, and economic theory suggests that the gains to the sick from a properly implemented 

insurance system far exceed the costs to healthy individuals.  A recent paper shows that the 

benefits from this reduction in exposure to financial risks would be sufficient to cover almost 

two-fifths of insurance costs.116  Previous research also suggests that protecting patients who 

have very high medical costs or low financial assets is likely to have even larger benefits.  

Indeed, research indicates that approximately half of the more than 500,000 personal 

bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical 

expenses.117  Exclusions from health insurance coverage based on pre-existing conditions expose 

the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual 

                                                 
116 Amy Finkelstein and Robin McKnight.  What Did Medicare Do? The Initial Impact of Medicare on Mortality 
and Out of Pocket Medical Spending.  2008. Journal of Public Economics 92: 1644-1669. 
117 David Himmelstein et al, 2009. 
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or lifetime limits on benefits increase the chance that medical expenditures will go 

uncompensated, exposing individuals to the financial risks associated with illness. Regulations 

that prevent these practices thus reduce the uncertainty and hardship associated with these 

financial risks.  Moreover, because they secure coverage for individuals with high probabilities 

of incurring extensive medical expenses, regulations that guard against rescissions and prevent 

insurance exclusion based on preexisting conditions for children are likely to have especially 

large economic benefits in terms of reducing financial risk.  These regulations will help 

insurance more effectively protect patients from the financial hardship of illness, including 

bankruptcy and reduced funds for non-medical purposes. 

 A third type of benefit from these regulations is improved workplace productivity.  These 

regulations will benefit employers and workers by increasing workplace productivity and 

reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A 

June 2009 report by the Council of Economic Advisers found that increased access to health 

insurance coverage improves labor market outcomes by improving worker health.118  The health 

benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual 

limits, and expanding access to primary care providers and OB/GYNs will help to reduce 

disability, low productivity at work due to preventable illness, and absenteeism in the work 

place, thereby increasing workplace productivity and labor supply.  Economic theory suggests 

that these benefits would likely be shared by workers, employers, and consumers.  In addition, 

these regulations will increase labor market efficiency by reducing “job lock,” or the reluctance 

to switch jobs or engage in entrepreneurship because such activities would result in the loss of 

health insurance or limitations on coverage.  For example, without the regulations, a parent with 

generous coverage for a child with a medical condition might fear moving to a different 
                                                 
118 Council of Economic Advisers. “The Economic Case for Health Reform.” (2009). 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 95

employer or launching his or her own business given the concern that the new plan could exclude 

coverage for the child on the basis of the pre-existing condition.  These reforms will increase not 

only productivity and innovation through entrepreneurship, but also worker wages since job lock 

prevents workers from pursuing jobs with potentially higher salaries.119  The Council of 

Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, 

the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   

Fourth, the Affordable Care Act’s policies and the interim final regulations to implement 

them will reduce the transfers in the health care system due to cost shifting of uncompensated 

care which leads to higher premiums for private insurance.  The insurance market regulations 

will help expand the number of individuals who are insured and reduce the likelihood that 

individuals who have insurance do not bankrupt themselves by paying medical bills.  Both 

effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on 

consumers of health care since the costs of this care are shifted to those who are able to pay for 

services in the form of higher prices.   

The Departments provide here an order of magnitude for the compensatory reduction in 

cost-shifting of uncompensated care that is associated with the expansion of coverage of these 

regulations.  Three assumptions were made.  First, the uninsured populations affected by these 

regulations tend to have worse health, greater needs for health care, higher health care spending, 

and less ability to reduce utilization when they are uninsured.  These regulations are therefore 

unlikely to induce as much demand for health care as would be assumed for the uninsured 

population in general when coverage expands.  As such, extending insurance coverage to this 

group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  

                                                 
119 Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the 
Literature.” (2001). 
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This conclusion is consistent with that of the Centers for Medicare and Medicaid Services’ 

Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the 

extension of coverage to adult children) “would have only a relatively minor upward impact on 

national health spending.”120 The Departments therefore assume that the vast majority of the 

premium increases estimated in this regulatory impact analysis result from transfers from out-of-

pocket or uncompensated care costs to covered costs, although we emphasize that there is 

considerable uncertainty surrounding this estimate.  

Second, on the basis of the economics literature on the subject,121 the Departments 

estimate that two-thirds of the previously uncovered costs would have been uncompensated care 

(with the remaining one-third paid for out-of-pocket), of which 75 percent would have been paid 

for by public sources, and 25 percent would have been paid for by private sources.  If reductions 

in privately-financed uncompensated care are passed on in the form of lower prices charged by 

hospitals, and result in lower insurance premiums charged to consumers, then the Departments 

estimate that increased insurance coverage for the vulnerable populations affected by these 

interim final regulations might result in reductions in insurance premiums of up to $1 billion in 

2013.122 There would also be corresponding decreases in public expenditure as uncompensated 

care is reduced. 

c. Costs and Transfers 
                                                 
120 Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care 
Act” as Amended. 
121 Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources 
of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415. 
122 The Departments come to this estimate using the following methods. First, they estimated the proportion of the 
population in group and individual markets using the Medical Expenditure Panel Survey (2008). Next, information 
from 75 FED. REG 34537 (June 17,2010) was used to estimate the proportion of employer and individual plans that 
maintain or lose grandfathering by.2013. Projections of national health expenditures from the National Health 
Expenditure Accounts to 2013 were distributed among these groups, and premium impacts as discussed in this 
regulatory impact analysis were applied. Potential premium reductions secondary to reductions in the cost-shifting 
of uncompensated care were then calculated using the information from the economic literature as presented in this 
discussion. The Departments note that to the extent that not all of the reductions in uncompensated care costs are 
passed onto insured populations, these estimates may be an overestimate. 
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Premiums reflect both effects on health system costs as well as transfers in the payment 

of costs from one payer or group of individuals to another.  For example, as consumer 

protections expand coverage and/or reduce cost-sharing, the costs for services that people 

previously paid for out of pocket – often creating substantial burdens as described above – will 

be distributed over a wider insured population.  On the other hand, the cost-shifting that 

previously occurred onto the insured population when people could no longer pay for their out-

of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for 

services, with corresponding benefits to health and productivity.  These costs and transfers 

together will generate a change in premiums.  As discussed previously, the populations affected 

by these interim final regulations tend to be in poorer health than the general uninsured 

population, leading to less induced demand when coverage expands.  

The Departments estimate that the premium effect of prohibiting pre-existing condition 

exclusions for children would be on average one percent or less in the individual market and 

negligible in the group market.  The provisions relating to annual and lifetime limits would have 

approximately one-half of one percent impact on premiums in the group market and less than a 

one percent impact on premiums in the individual market.  While the prohibition on lifetime 

limits applies to individual plans that are grandfathered, the other policies do not, limiting the 

premium effect for the grandfathered market.  Although precise estimates of the effects of 

restricting rescissions and expanding patient protections are even more difficult to make than for 

pre-existing condition exclusions or annual and lifetime limits, the Departments’ analysis suggest 

that the effects of restricting rescissions will be no more than a few tenths of one percent of 

premium, and that patient protections will increase premiums by less than one tenth of one 

percent. 
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It is critical to note that these individual premium effects cannot be simply added to get a 

combined impact on premiums for several reasons.  The first relates to their simultaneous 

implementation.  Quantifying the precise and unique premium impact of policies that take effect 

at the same time is difficult.  Health insurers will consider the totality of the provisions in making 

decisions about coverage modifications, so that disentangling the effects of each provision is 

impossible.  This is especially so given the complex interactions among the policies.  For 

example, prohibiting rescissions and lifetime limits could mean that someone who would have 

had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous 

lifetime limit.  Under the current guaranteed renewability protections in the individual market, if 

a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she 

can potentially stay on that plan until age 26.     

This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans 

and issuers will consider the cumulative impact of these provisions when making decisions about 

whether or not to make other changes to their coverage that could affect their grandfather status.  

It can be expected that the plans that are most affected by these provisions in terms of potential 

premium impact will likely be the most aggressive in taking steps to maintain grandfathered 

status, although, as described in that regulatory impact analysis, other factors affect plans’ 

decisions as well.  It is unlikely that plans will make this calculation multiple times for the 

multiple provisions that will take effect at the same time.   

Lastly, estimating these effects cumulatively compounds the errors of highly uncertain 

estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives 

created by these interim final regulations.  Data are also limited in many areas, including: the 

prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; 
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prevalence and characteristics of rescissions; and take-up rates under different insurance 

scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” 

experiences and “average” plans.  Variability around the average increases substantially when 

multiple provisions are considered, since the number of provisions that affect each plan will vary 

(for example, a plan may already offer dependent coverage to age 26, meaning they will not be 

affected by that provision, but may have a lifetime limit of $1 million, meaning they will be 

affected by that provision).  Different plans also have different characteristics of enrollees, for 

example in terms of age or health status, meaning that provisions such as eliminating lifetime 

limits or providing free preventive services could affect them differently.  It is especially 

important to note the variation in insurance market reforms across states.  Only New York 

requires pure community rating, where costs get distributed across the entire insured pool.  

Fractions of the cost will get distributed in other states depending on the degree of rating 

restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are 

summed across provisions.  

 

D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human 
Services 
 

The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain 

requirements with respect to federal rules that are subject to the notice and comment 

requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) 

and that are likely to have a significant economic impact on a substantial number of small 

entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of 

proposed rulemaking is not required when an agency, for good cause, finds that notice and public 

comment thereon are impracticable, unnecessary, or contrary to the public interest.  These 
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interim final regulations are exempt from APA, because the Departments made a good cause 

finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  

Therefore, the RFA does not apply and the Departments are not required to either certify that the 

rule would not have a significant economic impact on a substantial number of small entities or 

conduct a regulatory flexibility analysis.  

Nevertheless, the Departments carefully considered the likely impact of the rule on small 

entities in connection with their assessment under Executive Order 12866.  Consistent with the 

policy of the RFA, the Departments encourage the public to submit comments that suggest 

alternative rules that accomplish the stated purpose of the Affordable Care Act and minimize the 

impact on small entities. 

 

E.  Special Analyses—Department of the Treasury 

Notwithstanding the determinations of the Department of Labor and Department of 

Health and Human Services, for purposes of the Department of the Treasury, it has been 

determined that this Treasury decision is not a significant regulatory action for purposes of 

Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been 

determined that section 553(b) of the Administrative Procedure Act (5 U.S.C. chapter 5) does not 

apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section 

in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in 

this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary 

regulations have been submitted to the Chief Counsel for Advocacy of the Small Business 

Administration for comment on their impact on small businesses. 

 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 101

F.  Paperwork Reduction Act 

1. Department of Labor and Department of Treasury  

As further discussed below, these interim final regulations contain enrollment 

opportunity, rescission notice, and patient protection disclosure requirements that are information 

collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 

3506(c)(2)(A)).  Each of these requirements is discussed in detail below. 

Currently, the Departments are soliciting 60 days of public comments concerning these 

disclosures.  The Departments have submitted a copy of these interim final regulations to OMB 

in accordance with 44 U.S.C. 3507(d) for review of the information collections. The 

Departments and OMB are particularly interested in comments that: 

 Evaluate whether the collection of information is necessary for the proper performance of 

the functions of the agency, including whether the information will have practical utility; 

 Evaluate the accuracy of the agency's estimate of the burden of the collection of 

information, including the validity of the methodology and assumptions used; 

 Enhance the quality, utility, and clarity of the information to be collected; and  

 Minimize the burden of the collection of information on those who are to respond, 

including through the use of appropriate automated, electronic, mechanical, or other 

technological collection techniques or other forms of information technology, for 

example, by permitting electronic submission of responses. 

    Comments should be sent to the Office of Information and Regulatory Affairs, 

Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 

395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by 

contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. 
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Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, 

NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  

These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are 

available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain). 

a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to 

Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a 

plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on 

the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to 

enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an 

open enrollment period and regardless of when any open enrollment period might otherwise 

occur.  This enrollment opportunity must be presented not later than the first day of the first plan 

year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which 

is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first 

day of the first plan year (or policy year in the individual market) beginning on or after 

September 23, 2010.123 The Affordable Care Act dependent coverage enrollment notice is an 

information collection request (ICRs) subject to the PRA.   

The Departments estimate that approximately 29,000 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

The estimate is based on the following methodology.   The Departments estimate that of the 

                                                 
123 The interim final rules require any individual enrolling in group health plan coverage pursuant to this enrollment 
right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual 
must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to 
reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for 
coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit 
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approximately 139.6 million individuals in ERISA-covered plans,124 63 percent of such 

individuals are covered by plans with lifetime limits.125   

 While limited data are available regarding lifetime limits, the Departments estimated that 

the average lifetime limit across all markets is about $4.7 million,126 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Departments are unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Departments estimate that about 0.033 percent of individuals incur more than $1 million in 

medical spending in a year.127  If these individuals incurred this amount every year, 29,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals would have to average $1 million in medical expenses per year to exceed the 

$4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for 

employees who work for employers with multiple health insurance coverage options, switches to 

a different health insurance plan.   

 The interim final regulations require plans or insurers to notify individuals whose 

coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 

now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all 

plans and policies (including self-insured plans that are administered by insurers) will be 

                                                 
124 The Departments’ estimate is based on the 2009 March Current Population Survey (CPS). 
125 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
126 The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
127 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
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prepared by the estimated 630 health insurers operating in the United States.128  On average, the 

Departments expect that one-half hour of a legal professional’s time, valued as $119, will be 

required to draft this notice, resulting in an hour burden of approximately 160 hours with an 

equivalent cost of $19,000. 

 The Departments assume that insurers track information regarding individuals that have 

lost coverage due to reaching a lifetime limit (including contact information in their 

administrative records.  Based on the foregoing, the Departments estimate that, on average, five 

minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate 

the specific information into the notice and mail the estimated 29,000 notices.  This results in an 

estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  

Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an 

equivalent cost of $82,000. 

The associated cost burden of the rule results from material and mailing cost that are 

required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will 

be one-page in length, material and print costs will be five cents per page, and postage will be 44 

cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of 

approximately $14,000 to distribute the notices.   

Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

                                                 
128 While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service 
providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in 
the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 
financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the 
Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the 
notices is calculated using half the number of insurers (315). 
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Title:  Notice of Special Enrollment Opportunity under the Patient Protection and 

Affordable Care Act Relating to Lifetime Limits. 

OMB Number: 1210–NEW; 1545–NEW. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

Total Respondents: 315. 

Total Responses: 29,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security 

Administration); 1,300 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security 

Administration); $7,000 (Internal Revenue Service). 

 b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of 

Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations prohibit group health plans and health insurance issuers that offer group or individual 

health insurance coverage generally from rescinding coverage under the plan, policy, certificate, 

or contract of insurance from the individual covered under the plan or coverage unless the 

individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or 

omission that constitutes fraud, or unless the individual makes an intentional misrepresentation 

of material fact, as prohibited by the terms of the plan or coverage.  These interim final 

regulations provide that a group health plan or a health insurance issuer offering group health 

insurance coverage must provide at least 30 days advance notice to an individual before coverage 

may be rescinded. 
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The Departments assume that rescissions are rare in the group market and that small 

group health plans are affected by rescissions. The Departments are not aware of a data source 

on the number of group plans whose policy is rescinded; therefore, the Departments assume that 

100 group health plan policies are rescinded in a year.  The Departments estimate that there is an 

average of 16 participants in small, insured plans.129  Based on these numbers the Department 

estimates that approximately 100 policies are rescinded during a year, which would result in 

1,600 notices being sent to affected participants. The Department estimates that 15 minutes of 

legal profession time at $119 per hour would be required by the insurers of the 100 plans to 

prepare the notice and one minute per notice of clerical professional time at $26 per hour would 

be required to distribute the notice. This results in an hour burden of approximately 50 hours 

with an equivalent cost of approximately $3,700. The Department estimates that the cost burden 

associated with distributing the notices will be approximately $800.130   

These paperwork burden estimates are summarized as follows: 

Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 1210–NEW; 1545–NEW. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

                                                 
129 U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
 
130 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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Total Respondents: 100. 

Total Responses: 1,600. 

Frequency of Response: Occasionally. 

Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security 

Administration); 25 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $400 (Employee Benefits Security 

Administration); $400 (Internal Revenue Service). 

c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection 
Disclosure Requirement 
 
 As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with 

respect to a group health plan, or group or individual health insurance coverage, a set of three 

requirements relating to the choice of a health care professionals  The Departments believe it is 

important that individuals enrolled in a plan or health insurance coverage know of their rights to 

(1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or 

subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care 

without prior authorization.  Accordingly, these interim final regulations require such plans and 

issuers to provide a notice to participants (in the individual market, primary subscriber) of these 

rights when applicable.  Model language is provided in these interim final regulations.  The 

notice must be provided whenever the plan or issuer provides a participant with a summary plan 

description or other similar description of benefits under the plan or health insurance coverage, 

or in the individual market, provides a primary subscriber with a policy, certificate, or contract of 

health insurance.  The Affordable Care Act patient protection disclosure requirement is an 

information collection request (ICR) subject to the PRA.  
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  In order to satisfy the interim final regulations’ patient protection disclosure requirement, 

the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 

million policy holders of their plans’ policy in regards to designating a primary care physician 

and for obstetrical or gynecological visits.131  The following estimates are based on the 

assumption that 22 percent of group health plans will not have grandfathered health plan status in 

2011.  Because the interim final regulations provide model language for this purpose, the 

Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be 

required to incorporate the required language into the plan document and ten minutes of an 

human resource professional’s time (with a labor rate of $89.12/hour) will be required to review 

the modified language. 132 Therefore, the Departments estimate that plans will incur a one-time 

hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure 

requirement in the first year. 

The Departments assume that only printing and material costs are associated with the 

disclosure requirement, because the interim final regulations provide model language that can be 

incorporated into existing plan documents, such as an SPD.  The Departments estimate that the 

notice will require one-half of a page, five cents per page printing and material cost will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).   

                                                 
131 The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical 
Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from 
the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim 
Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health 
Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). 
[INSERT FEDERAL REGISTER CITE]. 
132 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of 
Labor Statistics). 
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Plans that relinquish their grandfathered status in subsequent years also will become 

subject to this notice requirement and incur a cost to prepare and distribute the notice in the year 

they relinquish their grandfathered status.  The Departments estimate a total hour burden of 

62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 

2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 

in 2013.  

 The Departments note that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows:  

 Type of Review: New Collection 

 Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of Treasury. 

 Title: Disclosure Requirement for Patient Protections under the Affordable Care Act. 

 OMB Number: 1210-New; 1545-New 

 Affected Public: Business or other for-profit; not-for-profit institutions. 

 Total Respondents 262,000 (three year average). 

 Total Responses: 6,186,000 (three year average). 

       Frequency of Response:  One time 

       Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security 

Administration); 33,000 (Internal Revenue Service). 

      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security 

Administration); $48,000 (Internal Revenue Service). 
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2. Department of Health and Human Services 

As discussed above in the Department of Labor and Department of the Treasury PRA 

section, these interim final regulations contain an enrollment opportunity notice, rescissions 

notice, and patient protection disclosures requirement for issuers. These requirements are 

information collection requirements under the Paperwork Reduction Act. Each of these 

requirements is discussed in detail below. 

 a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice 

Regarding Lifetime Limits.   

Section 45 CFR 147.2711 of  these interim final regulations requires health insurance 

issuers offering individual health insurance coverage to provide an individual whose coverage 

ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to 

enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless 

of whether the plan or coverage offers an open enrollment period and regardless of when any 

open enrollment period might otherwise occur.  This enrollment opportunity must be presented 

not later than the first day of the first plan year (or, in the individual market, policy year) 

beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 

2711).  Coverage must begin not later than the first day of the first plan year (or policy year in 

the individual market) beginning on or after September 23, 2010.133  

The Department estimates that approximately 13,182 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

                                                 
133 The interim final regulations require any individual enrolling in group health plan coverage pursuant to this 
enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the 
individual must be offered all the benefit packages available to similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to 
pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit 
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The estimate is based on the following methodology.   The Department estimates that of the 

approximately 16.5 million individuals134 covered by family policies in the individual market, 89 

percent of such individuals have a policy with a lifetime limit.135  The Department also estimates 

that out of the approximately 40.1 million individuals covered by public, non-Federal employer 

group health plans sponsored by state and local governments,136 63 percent of such individuals 

are covered by plans with lifetime limits.137   

 While limited data are available regarding lifetime limits, the Department estimated that 

the average lifetime limit across all markets is about $4.7 million,138 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Department is unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Departments estimate that about 0.033 percent of individuals incur more than $1 million in 

medical spending in a year.139  If these individuals incurred this amount every year, 13,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals who incur $1 million of medical expenses in a year would need to sustain this 

level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime 

                                                 
134 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
135 The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, 
Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17. 
136 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
137 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
138 The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
139 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
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limit is reset if he switches employers or, for employees who work for employers with multiple 

health insurance coverage options, switches to a different health insurance plan.   

 The interim final regulations require plans or insurers to notify individuals whose 

coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 

now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all 

plans and policies (including self-insured plans that are administered by insurers) will be 

prepared by the estimated 630 health insurers operating in the United States.140  On average, the 

Department expects that one-half hour of a legal professional’s time, valued as $119, will be 

required to draft this notice, resulting in an hour burden of approximately 200 hours with an 

equivalent cost of $19,000. 

 The Department assumes that plans and insurers track information regarding individuals 

that have lost coverage due to reaching a lifetime limit (including contact information) in their 

administrative records.  Based on the foregoing, the Departments estimate that, on average, five 

minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to 

incorporate the specific information into the notice and mail the estimated 13,000 notices.  This 

results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of 

$29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an 

equivalent cost of $48,000. 

The associated cost burden of the rule results from material and mailing cost to distribute 

the estimated 13,000 notices.  The Department estimates that the notice will be one-page in 

                                                 
140 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service 
providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in 
the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 
financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments 
of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated 
using half the number of insurers (315). 
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length, material and print costs will be five cents per page, and postage will be 44 cents per 

notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of 

approximately $6,500 to distribute the notices.   

Type of Review: New collection. 

Agency: Department of Health and Human Services. 

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice 

Relating to Lifetime Limits 

OMB Number: 0938–NEW. 

Affected Public: Business; State, Local, or Tribal Governments. 

Respondents: 630. 

Responses: 13,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours: 1,300 hours. 

 Estimated Total Annual Burden Cost: $6,500. 

If you comment on this information collection and recordkeeping requirements, please do 

either of the following:   

 1.  Submit your comments electronically as specified in the ADDRESSES section of this 

proposed rule; or  

 2. Submit your comments to the Office of Information and Regulatory Affairs, Office of 

Management and Budget, 

 Attention:  CMS Desk Officer, 4114400--IIFFCC  

 Fax:  (202) 395-6974; or  

 Email:  OIRA_submission@omb.eop.gov 
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 b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of 

Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations prohibit group health plans and health insurance issuers that offer group or individual 

health insurance coverage generally from rescinding coverage under the plan, policy, certificate, 

or contract of insurance from the individual covered under the plan or coverage unless the 

individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or 

omission that constitutes fraud, or unless the individual makes an intentional misrepresentation 

of material fact, as prohibited by the terms of the plan or coverage.  These interim final 

regulations provide that a group health plan or a health insurance issuer offering group health 

insurance coverage must provide at least 30 days advance notice to an individual before coverage 

may be rescinded. 

This analysis assumes that rescissions only occur in the individual health insurance 

market, because rescissions in the group market are rare. The Department estimates that there are 

approximately 7.1 million individual policy holders in the individual market during a year.  A 

report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 

time period.141  Based on these numbers, the Department estimates that approximately 10,700 

policies are rescinded during a year, which would result in 10,700 notices being sent to affected 

policyholders. The Department estimates that 15 minutes of legal profession time at $119 per 

hour would be required by the estimated 490 insurers in the individual market to prepare the 

notice and one minute per notice of clerical professional time at $26 per hour would be required 

to distribute the notice. This results in an hour burden of approximately 300 hours with an 

                                                 
141 NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. 
http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf 
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equivalent cost of approximately $19,200. The Department estimates that the cost burden 

associated with distributing the notices will be approximately $5,200.142   

These paperwork burden estimates are summarized as follows: 

Type of Review: New collection. 

Agency: Department of Health and Human Services. 

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 0938–NEW. 

Affected Public: For Profit Business. 

Respondents: 490 

Responses: 10,700. 

Frequency of Response: Occasionally. 

Estimated Total Annual Burden Hours: 300 hours. 

 Estimated Total Annual Burden Cost: $5,200. 

 

c. ICR related to Affordable Care Act  Patient Protections Disclosure 
 
 As discussed above in the Department of Labor and Department of Treasury PRA section 

these interim final regulations contains a disclosure requirement for non-grandfathered plans or 

policies requiring the designation of a primary care physician or usually requiring a referral from 

a primary care physician before receiving care from a specialist.  These requirements are 

information collection requirements under the PRA. 

                                                 
142 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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In order to satisfy the interim final regulations’ patient protection disclosure requirement, the 

Department estimates that 14,000 state and local governmental plans will need to notify 

approximately 2.6 million policy holders of their plans’ policy in regards to designating a 

primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers 

providing coverage in the individual market will need to notify an estimated 55,000 policy 

holders of their policy in regards to designating a primary care physician and for obstetrical or 

gynecological visits. These estimates are based on the assumption that 22 percent of group plans 

and 40 percent of individual policies will not have grandfathered health plan status in 2011.143 

 Because the interim final regulations provide model language for this purpose, the 

Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be 

required to incorporate the required language into the plan document and ten minutes of a human 

resource professional’s time (with a labor rate of $89.12/hour) will be required to review the 

modified language. 144  Therefore, the Department estimates that plans and insurers will incur a 

one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure 

requirement. 

 The Department assumes that only printing and material costs are associated with the 

disclosure requirement, because the interim final regulations provide model language that can be 

incorporated into existing plan documents, such as an SPD.  The Department estimates that the 

                                                 
143 The Department’s estimate of the number of state and local governmental health plans was obtained from the 
2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained 
from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final 
Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan 
under the Patient Protection and Affordable Care Act that were issued on June 15, 2010: 75 Fed. Reg. 34537 (June 
17, 2010).  
144 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of 
Labor Statistics). 
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notice will require one-half of a page, five cents per page printing and material cost will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62).  

Plans that relinquish their grandfathered status in subsequent years will also become subject 

to this notice requirement and incur a cost to prepare and distribute the notice in the year they 

relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the 

individual market will also have to receive this notice.  The Department estimates a total hour 

burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered 

status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and 

$24,000 in 2013.     

 The Department notes that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows: 

 Type of Review: New collection. 

 Agency: Department of Health and Human Services. 

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act. 

 OMB Number: 0938–NEW. 

 Affected Public: Business; State, Local, or Tribal Governments. 

 Respondents: 10,600. 

 Responses: 2,067,000. 

 Frequency of Response: One-time. 

 Estimated Total Annual Burden Hours: 2,700 hours. 
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 Estimated Total Annual Burden Cost: $32,000. 

 If you comment on any of these information collection requirements, please do either of 

the following:   

 1.  Submit your comments electronically as specified in the ADDRESSES section of this 

proposed rule; or  

 2. Submit your comments to the Office of Information and Regulatory Affairs, Office of 

Management and Budget, 

 Attention:  CMS Desk Officer, 4114400--IIFFCC  

 Fax:  (202) 395-6974; or  

 Email:  OIRA_submission@omb.eop.gov 

 
G.  Congressional Review Act 

These regulations are subject to the Congressional Review Act provisions of the Small 

Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been 

transmitted to Congress and the Comptroller General for review.  

 

H.  Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to 

prepare several analytic statements before proposing any rules that may result in annual 

expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or 

the private sector. These interim final regulations are not subject to the Unfunded Mandates 

Reform Act because they are being issued as interim final regulations.  However, consistent with 

the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to 
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be the least burdensome alternative for state, local and tribal governments, and the private sector, 

while achieving the objectives of the Affordable Care Act. 

 

I.  Federalism Statement--Department of Labor and Department of Health and Human Services 

Executive Order 13132 outlines fundamental principles of federalism, and requires the 

adherence to specific criteria by federal agencies in the process of their formulation and  

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship 

between the national government and States, or on the distribution of power and responsibilities 

among the various levels of government. Federal agencies promulgating regulations that have 

these federalism implications must consult with State and local officials, and describe the extent 

of their consultation and the nature of the concerns of State and local officials in the preamble to 

the regulation. 

In the Departments’ view, these regulations have federalism implications, because they 

have direct effects on the States, the relationship between the national government and States, or 

on the distribution of power and responsibilities among various levels of government. However, 

in the Departments’ view, the federalism implications of these regulations are substantially 

mitigated because, with respect to health insurance issuers, the Departments expect that the 

majority of States will enact laws or take other appropriate action resulting in their meeting or 

exceeding the federal standards.  

In general, through section 514, ERISA supersedes State laws to the extent that they  

relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, 

banking, or securities. While ERISA prohibits States from regulating a plan 
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as an insurance or investment company or bank, the preemption provisions of section 731 of 

ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 

146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and 

Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any 

provision of State law which establishes, implements, or continues in effect any standard or 

requirement solely relating to health insurance issuers in  connection with group health insurance 

coverage except to the extent that such standard or requirement prevents the application of a 

requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that 

this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 

104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may 

continue to apply State law requirements except to the extent that such requirements prevent the 

application of the Affordable Care Act requirements that are the subject of this rulemaking. State 

insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the 

application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant 

latitude to impose requirements on health insurance issuers that are more restrictive than the 

federal law.  

In compliance with the requirement of Executive Order 13132 that agencies examine 

closely any policies that may have federalism implications or limit the policy making discretion 

of the States, the Departments have engaged in efforts to consult with and work cooperatively 

with affected State and local officials, including attending conferences of the National 

Association of Insurance Commissioners and consulting with State insurance officials on an 

individual basis. It is expected that the Departments will act in a similar fashion in enforcing the 

Affordable Care Act requirements.  Throughout the process of developing these regulations, to 
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the extent feasible within the specific preemption provisions of HIPAA as it applies to the 

Affordable Care Act, the Departments have attempted to balance the States’ interests in 

regulating health insurance issuers, and Congress’ intent to provide uniform minimum 

protections to consumers in every State. By doing so, it is the Departments’ view that they have 

complied with the requirements of Executive Order 13132.  

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by 

the signatures affixed to these regulations, the Departments certify that the Employee Benefits 

Security Administration and the Centers for Medicare & Medicaid Services have complied with 

the requirements of Executive Order 13132 for the attached regulations in a meaningful and 

timely manner. 

V.  Statutory Authority 

The Department of the Treasury temporary regulations are adopted pursuant to the 

authority contained in sections 7805 and 9833 of the Code. 

 The Department of Labor interim final regulations are adopted pursuant to the authority 

contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 

1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), 

Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 

3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-

152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

 The Department of Health and Human Services interim final regulations are adopted 

pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS 

Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended. 

List of Subjects 
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26 CFR Part 54 

Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping 

requirements. 

26 CFR Part 602 

Reporting and recordkeeping requirements. 

29 CFR Part 2590 

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health 

care, Health insurance, Medical child support, Reporting and recordkeeping requirements. 

45 CFR Parts 144, 146, and 147 

Health care, Health insurance, Reporting and recordkeeping requirements, and State 

regulation of health insurance. 
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 Michael F. Mundaca 
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Signed this _____ day of _____, 2010. 
 
 
 
 
 
Phyllis C. Borzi 
Assistant Secretary 
Employee Benefits Security Administration 
Department of Labor 
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Kathleen Sebelius, 
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Chapter 1 

 Accordingly, 26 CFR Parts 54 and 602 are amended as follows: 

PART 54--PENSION EXCISE TAXES 

Paragraph 1.  The authority citation for part 54 is amended by adding entries for 

§§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to 

read in part as follows: 

Authority: 26 U.S.C. 7805. * * * 

Section 54.9815-2704T also issued under 26 U.S.C. 9833. 
Section 54.9815-2711T also issued under 26 U.S.C. 9833.  
Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * * 
Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * * 
 

 Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in 

the definition of group health plan and by revising the definition of preexisting condition 

exclusion.  The revised definitions read as follows: 

§54.9801-2 Definitions.   

* * * * * 

 Group health plan or plan means a group health plan within the meaning of §54.9831-

1(a). 

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 
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individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§54.9801-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of §54.9801-2. 

* * * * * 

Par. 4. Section 54.9815-2704T is added to read as follows: 

§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).   

(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in §54.9801-2).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see 

§54.9801-3(a)(1)(ii)): 
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Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  
 
 (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition. 

 
(b) Effective/applicability date--(1) General applicability date. Except as provided in 

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning 

on or after January 1, 2014.   

(2) Early applicability date for children.  The requirements of this section apply with 

respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan 

years beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the 

application of this section to grandfathered health plans (providing that a grandfathered health 

plan that is a group health plan or group health insurance coverage must comply with the 

prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
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a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 

 
(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 5. Section 54.9815-2711T is added to read as follows: 

§54.9815-2711T No lifetime or annual limits (temporary). 

(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a 

group health plan, or a health insurance issuer offering group health insurance coverage, may not 

establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual. 

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph 

(a)(2)(i) of this section. 

 (b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 
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otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 

benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits. 

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 
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paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits. 

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 

program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual-- 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section. 

(2) Notice and enrollment opportunity requirements--(i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 
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benefits) under the group health plan -- or group health insurance coverage -- described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 

individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010. 

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, 

if the individual would not be a participant once enrolled in the plan, the participant through 
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whom the individual is otherwise eligible for coverage under the plan) must be offered all the 

benefit packages available to similarly situated individuals who did not lose coverage by reason 

of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in 

benefits or cost-sharing requirements constitutes a different benefit package.  The individual also 

cannot be required to pay more for coverage than similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 
days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 
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(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 
D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   

 
Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §54.9815-
1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   
 

 (f)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the prohibitions on lifetime and 

annual limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits).  

(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 6. Section 54.9815-2712T is added to read as follows: 

§54.9815-2712T Rules regarding rescissions (temporary). 
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(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 

fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that 

voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A 

cancellation or discontinuance of coverage is not a rescission if-- 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 
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 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the rules regarding rescissions and 

advance notice apply to all grandfathered health plans).   

(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 7. Section 54.9815-2719AT is added to read as follows: 
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§54.9815-2719AT Patient protections (temporary). 

(a) Choice of health care professional--(1) Designation of primary care provider--(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 

this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health 

plan or health insurance issuer offering group health insurance coverage requires or provides for 

the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 
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by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct 

access.  A group health plan or health insurance issuer offering group health insurance coverage 

described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the 

plan, issuer, or any person (including a primary care provider) in the case of a female participant 

or beneficiary who seeks coverage for obstetrical or gynecological care provided by a 

participating health care professional who specializes in obstetrics or gynecology.  In such a 

case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by 
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informing each participant that the plan may not require authorization or referral for obstetrical 

or gynecological care by a participating health care professional who specializes in obstetrics or 

gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to 

the plan’s or issuer’s policies and procedures, including procedures regarding referrals and 

obtaining prior authorization and providing services pursuant to a treatment plan (if any) 

approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional 

who specializes in obstetrics or gynecology is any individual (including a person other than a 

physician) who is authorized under applicable State law to provide obstetrical or gynecological 

care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan or health insurance issuer offering 

group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer-- 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to-- 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 
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 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
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 (4) Notice of right to designate a primary care provider--(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights-- 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
 [Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
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(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner--  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 
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(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 
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participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 
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(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 

(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
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plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip-code-by-zip-code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 
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(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 
respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition-- 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 
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 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that these rules regarding patient 

protections do not apply to grandfathered health plans).  

(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS 

AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER]. 

Par. 8. The authority citation for part 602 continues to read in part as follows: 

Authority:  26 U.S.C. 7805 * * * 

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to 

the table to read as follows: 

§602.101 OMB Control numbers. 

*   *   *   *   * 

(b) * * * 

________________________________________________________________________ 
CFR part or section where                                                                      Current OMB 
identified and described                                                                              control No.       
________________________________________________________________________ 
 
* * * * * * * 
 
54.9815-2711T.................................................................................................1545- 
54.9815-2712T.................................................................................................1545- 
54.9815-2719AT...............................................................................................1545- 
 
* * * * * * * 
________________________________________________________________________ 
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DEPARTMENT OF LABOR 

Employee Benefits Security Administration 

29 CFR Chapter XXV 

29 CFR Part 2590 is amended as follows: 

PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS 

1. The authority citation for Part 2590 continues to read as follows: 

Authority:  

29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 

1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 

105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 

1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 

Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

Subpart B—Other Requirements 

 2.  Section 2590.701-2 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 2590.701-2 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 150

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§ 2590.701-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part. 

* * * * * 

4. Section 2590.715-2704 is added to subpart C to read as follows: 

§ 2590.715-2704 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in § 2590.701-2 of this Part).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

2590.701-3(a)(1)(ii) of this Part): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 
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(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the requirements of this section apply for plan years beginning on or after 

January 1, 2014.   

(2) Early applicability date for children.  The requirements of this section apply with 

respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan 

years beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for 

determining the application of this section to grandfathered health plans (providing that a 

grandfathered health plan that is a group health plan or group health insurance coverage must 

comply with the prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 
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(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 
plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
5. Section 2590.715-2711 is added to subpart C to read as follows: 

§2590.715-2711 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group health insurance coverage, may 

not establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 

otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 
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benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 
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program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group health insurance coverage – described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 155

individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the 

individual (and, if the individual would not be a participant once enrolled in the plan, the 

participant through whom the individual is otherwise eligible for coverage under the plan) must 

be offered all the benefit packages available to similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this 

purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit 
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package.  The individual also cannot be required to pay more for coverage than similarly situated 

individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value 

of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 
days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   
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Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 
beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §2590.715-
1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   

 
(f) Applicability date.  The provisions of this section apply for plan years beginning on or 

after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of 

this section to grandfathered health plans (providing that the prohibitions on lifetime and annual 

limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits). 

6. Section 2590.715-2712 is added to subpart C to read as follows: 

§ 2590.715-2712 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 
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fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.)    

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that 

voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A 

cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
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(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that the rules regarding 

rescissions and advance notice apply to all grandfathered health plans). 

7. Section 2590.715-2719A is added to subpart C to read as follows: 

§ 2590.715-2719A Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 
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this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan or health insurance issuer offering group health insurance coverage requires or provides for 

the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 

by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 
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Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan or health insurance issuer offering group health insurance coverage 

described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the 

plan, issuer, or any person (including a primary care provider) in the case of a female participant 

or beneficiary who seeks coverage for obstetrical or gynecological care provided by a 

participating health care professional who specializes in obstetrics or gynecology.  In such a 

case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by 

informing each participant that the plan may not require authorization or referral for obstetrical 

or gynecological care by a participating health care professional who specializes in obstetrics or 

gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to 

the plan’s or issuer’s policies and procedures, including procedures regarding referrals and 

obtaining prior authorization and providing services pursuant to a treatment plan (if any) 

approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional 

who specializes in obstetrics or gynecology is any individual (including a person other than a 
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physician) who is authorized under applicable State law to provide obstetrical or gynecological 

care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan or health insurance issuer offering 

group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer— 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
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physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  
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(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
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specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
 
(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

Obtained by Judicial Watch July 11, 2011 through FOIA 



 166

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 
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(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network).  

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 
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(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

 
Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 

individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 169

Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another 
provider to its network, who has agreed to accept $150 for the emergency service. 

 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

Obtained by Judicial Watch July 11, 2011 through FOIA 



 170

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that these rules regarding 

patient protections do not apply to grandfathered health plans). 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Office of Consumer Information and Insurance Oversight 

45 CFR Subtitle A 

For the reasons stated in the preamble, the department of Health and Human Services amends 45 

CFR 144 as follows: 

PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE 

1.  The authority citation for part 144 continues to read as follows: 

 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 

42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92. 

2.  Section  144.103 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 144.103 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 
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group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

Subpart B—Requirements Relating to Access and Renewability of Coverage, and 

Limitations on Preexisting Condition Exclusion Periods 

3.  Section 146.111(a)(1)(i) is revised to read as follows: 

§ 146.111 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 144.103 of this Part. 

* * * * * 

PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP 

AND INDIVIDUAL HEALTH INSURANCE MARKETS 

 4.  The authority citation for part 147 continues to read as follows:  

 Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 

USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended. 

5.  Add §147.108 to part 147 to read as follows: 

§ 147.108 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, may not impose any 

preexisting condition exclusion (as defined in § 144.103).   
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 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

146.111(a)(1)(ii)): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a 
preexisting condition exclusion because a denial of an application for coverage based on the fact 
that a condition was present before the date of denial is an exclusion of benefits based on a 
preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the requirements of this section apply for plan years beginning on or after 

January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, 

or applications denied, on or after January 1, 2014.   

(2) Early applicability date for children.  The requirements of this section apply with 

respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan 

years beginning on or after September 23, 2010; in the case of individual health insurance 

coverage, for policy years beginning, or applications denied, on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 147.140 for determining the 

application of this section to grandfathered health plans (providing that a grandfathered health 

plan that is a group health plan or group health insurance coverage must comply with the 
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prohibition against preexisting condition exclusions; however, a grandfathered health plan that is 

individual health insurance coverage is not required to comply with PHS Act section 2704). 

(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples: 

Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-
year-old child in the group health plan maintained by F’s employer, with a first day of coverage 
of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more 
than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child 
was treated for asthma within the six-month period prior to the enrollment date and the plan 
imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year 
begins on January 1, 2011. 

 
(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the 

individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the 
application for coverage on March 1, 2011 because G’s 13-year-old child has autism. 

 
(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of 

family coverage in the individual market is a preexisting condition exclusion because the denial 
was based on the child’s autism, which was present before the date of denial of coverage.  
Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the 
applicability date of this section, the issuer is prohibited from imposing a preexisting condition 
exclusion with respect to G’s 13-year-old child. 

6.  Add §147.126 to part 147 to read as follows: 

§147.126 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group or individual health insurance 

coverage, may not establish any lifetime limit on the dollar amount of benefits for any 

individual. 
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(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group or individual 

health insurance coverage, may not establish any annual limit on the dollar amount of benefits 

for any individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group or 

individual health insurance coverage, from placing annual or lifetime dollar limits with respect to 

any individual on specific covered benefits that are not essential health benefits to the extent that 

such limits are otherwise permitted under applicable Federal or State law.  (The scope of 

essential health benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, from 

excluding all benefits for a condition.  However, if any benefits are provided for a condition, 

then the requirements of this section apply.  Other requirements of Federal or State law may 

require coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group 
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health plan, or a health insurance issuer offering group or individual health insurance coverage, 

may establish, for any individual, an annual limit on the dollar amount of benefits that are 

essential health benefits, provided the limit is no less than the amounts in the following schedule: 

(i) For a plan year (in the individual market, policy year) beginning on or after September 

23, 2010 but before September 23, 2011, $750,000. 

(ii) For a plan year (in the individual market, policy year) beginning on or after 

September 23, 2011 but before September 23, 2012, $1,250,000. 

(iii) For plan years (in the individual market, policy years) beginning on or after 

September 23, 2012 but before January 1, 2014, $2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy 

years) beginning before January 1, 2014, the Secretary  may establish a program under which the 

requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such 

period as is specified by the Secretary) for a group health plan or health insurance coverage that 

has an annual dollar limit on benefits below the restricted annual limits provided under paragraph 

(d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a 

significant decrease in access to benefits under the plan or health insurance coverage or would 

significantly increase premiums for the plan or health insurance coverage.   
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(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group or individual health 

insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits 

for any individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group or 

individual health insurance coverage on the first day of the first plan year (in the individual 

market, policy year) beginning on or after September 23, 2010 by reason of the application of 

this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group or individual health insurance coverage – 

described in paragraph (e)(1) of this section, the plan and the issuer are required to give the 

individual written notice that the lifetime limit on the dollar value of all benefits no longer 

applies and that the individual, if covered, is once again eligible for benefits under the plan.  

Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an 

enrolled individual is eligible for but not enrolled in any benefit package under the plan or health 

insurance coverage, then the plan and issuer must also give such an individual an opportunity to 

enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  

The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided 
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beginning not later than the first day of the first plan year (in the individual market, policy year) 

beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent (in the individual market, to the primary 

subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan 

or group health insurance coverage, the notices may be included with other enrollment materials 

that a plan distributes to employees, provided the statement is prominent.  For either notice, with 

respect to a group health plan or group health insurance coverage, if a notice satisfying the 

requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the 

notice with respect to that individual is satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

(in the individual market, policy year) beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the 

individual (and, if the individual would not be a participant once enrolled in the plan, the 

participant through whom the individual is otherwise eligible for coverage under the plan) must 

be offered all the benefit packages available to similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this 

purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit 

package.  The individual also cannot be required to pay more for coverage than similarly situated 
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individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value 

of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 
days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   
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Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 
beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the 
group health plan will cease to be a grandfathered health plan and will be generally subject to all 
of the provisions of PHS Act sections 2701 through 2719A.   
 

Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has 
individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 
million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance 
coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  
In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage 
maintains the annual limit of $1 million dollars. 
 

(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an 
equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 
147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance 
coverage are not subject to the requirements of this section relating to annual limits, the issuer 
does not have to comply with this paragraph (e). 

 
 (f) Applicability date.  The provisions of this section apply for plan years (in 

the individual market, for policy years) beginning on or after September 23, 2010.  See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 

(providing that the prohibitions on lifetime and annual limits apply to all grandfathered health 

plans that are group health plans and group health insurance coverage, including the special rules 

regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health 
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insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to 

individual health insurance coverage that is a grandfathered health plan). 

7.  Add  §147.128 to part 147 to read as follows: 

§ 147.128 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group or individual health insurance coverage, must not rescind coverage under the 

plan, or under the policy, certificate, or contract of insurance, with respect to an individual 

(including a group to which the individual belongs or family coverage in which the individual is 

included) once the individual is covered under the plan or coverage, unless the individual (or a 

person seeking coverage on behalf of the individual) performs an act, practice, or omission that 

constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, 

as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must provide at least 30 days 

advance written notice to each participant (in the individual market, primary subscriber) who 

would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in 

the case of group coverage, whether the coverage is insured or self-insured, or whether the 

rescission applies to an entire group or only to an individual within the group.  (The rules of this 

paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that 
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voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A 

cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part and part 146.  The questionnaire includes the following question: “Is there anything else 
relevant to your health that we should know?”  A inadvertently fails to list that A visited a 
psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and 
seeks benefits under the plan.  On or around the same time, the issuer receives information about 
A’s visits to the psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  
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(c)  Applicability date.  The provisions of this section apply for plan years 

(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 

(providing that the rules regarding rescissions and advance notice apply to all grandfathered 

health plans). 

8.  Add  §147.138 to part 147 to read as follows: 

§ 147.138 Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group or individual health 

insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee 

of a participating primary care provider, then the plan or issuer must permit each participant, 

beneficiary, or enrollee to designate any participating primary care provider who is available to 

accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply 

with the rules of paragraph (a)(4) of this section by informing each participant (in the individual 

market, primary subscriber) of the terms of the plan or health insurance coverage regarding 

designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
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(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan or health insurance issuer offering group or individual health insurance coverage requires or 

provides for the designation of a participating primary care provider for a child by a participant, 

beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to 

designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s 

primary care provider if the provider participates in the network of the plan or issuer and is 

available to accept the child.  In such a case, the plan or issuer must comply with the rules of 

paragraph (a)(4) of this section by informing each participant (in the individual market, primary 

subscriber) of the terms of the plan or health insurance coverage regarding designation of a 

pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 
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(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 
paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan or health insurance issuer offering group or individual health 

insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization 

or referral by the plan, issuer, or any person (including a primary care provider) in the case of a 

female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological 

care provided by a participating health care professional who specializes in obstetrics or 

gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 

this section by informing each participant (in the individual market, primary subscriber) that the 

plan may not require authorization or referral for obstetrical or gynecological care by a 

participating health care professional who specializes in obstetrics or gynecology.  The plan or 

issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s 

policies and procedures, including procedures regarding referrals and obtaining prior 

authorization and providing services pursuant to a treatment plan (if any) approved by the plan or 

issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in 

obstetrics or gynecology is any individual (including a person other than a physician) who is 

authorized under applicable State law to provide obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 
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participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan or health insurance issuer offering 

group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or 

issuer— 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant, beneficiary, or enrollee of a participating 

primary care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
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(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee 

of a primary care provider, the plan or issuer must provide a notice informing each participant (in 

the individual market, primary subscriber) of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant, beneficiary, or enrollee can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 
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 (ii) Timing.  In the case of a group health plan or group health insurance coverage, the 

notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or 

issuer provides a participant with a summary plan description or other similar description of 

benefits under the plan or health insurance coverage.  In the case of individual health insurance 

coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever 

the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance. 

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants, beneficiaries, or enrollees, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant, beneficiary, or enrollee of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
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referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, provides any benefits 

with respect to services in an emergency department of a hospital, the plan or issuer must cover 

emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of 

this paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 
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(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the 

cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the 

services were provided in-network.  However, a participant, beneficiary, or enrollee may be 

required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-

network provider charges over the amount the plan or issuer is required to pay under this 

paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the 

requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service 

in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), 

(b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing 

requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  In determining the median described in the 

preceding sentence, the amount negotiated with each in-network provider is treated as a separate 

amount (even if the same amount is paid to more than one provider).  If there is no per-service 

amount negotiated with in-network providers (such as under a capitation or other similar 

payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 
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(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is 

determined without reduction for out-of-network cost sharing that generally applies under the 

plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if 

a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-

network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total 

(that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced 

by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced 

by the in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 
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(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
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(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 
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could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

(in the individual market, policy years) beginning on or after September 23, 2010.    See 

§ 147.140 of this Part for determining the application of this section to grandfathered health 

plans (providing that these rules regarding patient protections do not apply to grandfathered 

health plans). 
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IV. Economic Impact and Paperwork Burden

A.  Summary--Department of Labor and Department of Health and Human Services

As stated earlier in this preamble, these interim final regulations implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting discrimination in favor of highly compensated individuals), and 2719A (patient protections). [footnoteRef:1]  These interim final regulations also provide guidance on the requirement to provide enrollment opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-existing condition exclusions generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, this section is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning on or after September 23, 2010.[footnoteRef:2]    The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act. [1:  The Affordable Care Act adds Section 715 to ERISA and section 9815 to the Code to make the provisions of part A of title 27 of the PHS Act applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA and the Code.  ]  [2:  Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.] 


The Departments have crafted these regulations to secure the protections intended by Congress in the most economically efficient manner possible.  In accordance with OMB Circular A-4, they have quantified the benefits and costs where possible, and provided a qualitative discussion of some of the benefits and the costs that may stem from these regulations.  

B.  Executive Order 12866--Department of Labor and Department of Health and Human Services

	Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of the economy, productivity, competition, jobs, the environment, public health or safety, or State, local or tribal governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order.  OMB has determined that this rule is significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed these rules pursuant to the Executive Order.  The Departments provide an assessment of the potential costs and benefits of each regulatory provision below, summarized in the following table.



		TABLE 1.--Accounting Table

		

		

		

		



		Benefits

		 

		 

		 

		 



		Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, increasing patients choice of and access to primary care physicians (including pediatricians for children) , allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans that provide emergency services to do so without any prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection to people most in need of care, will improve access to care, and should lead to improved  health outcomes and therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers mobility in the labor market and leads to lost wages. 



		Costs

		 Estimate

		Year Dollar

		Discount Rate

		Period Covered



		Annualized Monetized ($millions/year)

		4.9 

		2010

		7%

		2011-2013[footnoteRef:3] [3:  The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final regulations.] 




		

		4.9 

		2010

		3%

		2011-2013



		        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days before coverage may be rescinded; and a notice of a participant’s right to choose any available participating primary care provider or pediatrician as their primary care provider, and of increased protections for those participants seeking emergency services.



		Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result.   



		Transfers

		 

		 

		 

		 



		Qualitative: These patient protections create a small transfer from those paying premiums in the group market to those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a similar transfer will occur.





  

1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815T-2704, 29 CFR 2590.715-2704, 45 CFR 147.2704108)

a. Summary  

As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA[footnoteRef:4] rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act and these interim final regulations prohibit any preexisting condition exclusions imposed by group health plans or group health insurance coverage and extend this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.    [4:  HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). ] 


Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.

In this section, the Departments estimate the likely effects of these interim final regulations.  Beginning with the population of individuals age 0-18, the number of individuals potentially affected is estimated in several steps.  First, the number of children who have pre-existing conditions that might cause them to be excluded from coverage is estimated.  Second, a range of take-up rates is used to estimate the number of children who might be newly covered after these interim final regulations are implemented.  In addition, the potential cost implications are discussed.

b. Estimated Number of Affected Individuals  

In the individual market, those applying for insurance will no longer face exclusions or denials of coverage if they are under the age of 19.  In addition, children covered by non-grandfathered individual coverage with a rider or waiting period that excludes coverage for a pre-existing condition will gain coverage for that condition.  In the group market, participants and dependents who are under 19 years old and have experienced a lapse in coverage will no longer face up to a twelve-month exclusion for preexisting conditions.

The Departments’ estimates in this section are based on the 2004-2006 Medical Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated counts and costs for persons under age 19 by age, health status, and insurance status.  

There are two main categories of children who are most likely to be directly affected by this regulation: first, children who have a pre-existing condition and who are uninsured; second, children who are covered by individual insurance but with a rider excluding coverage for a pre-existing condition, or in a period during which coverage for the pre-existing condition is excluded.  For the latter category, obtaining coverage for the pre-existing condition may require terminating the child’s existing policy and beginning a new one.

It is difficult to estimate precisely how many uninsured children have a pre-existing condition that would cause them to be denied coverage for that condition if they were to apply.  Information on whether individuals have a pre-existing condition for the purpose of obtaining health insurance is not collected in any major population-based survey.  In its annual survey on market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications for children were medically underwritten, and 20,747, or 4.8 percent, were denied.[footnoteRef:5]  The survey does not measure the number of applicants who did not make it through an underwriting process, nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not provide direct estimates of the number or proportion of uninsured children who would be denied coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing conditions available in nationally representative surveys to estimate the universe of potentially eligible individuals.   [5:  AHIP Center for Health Policy Research. Individual Health Insurance 2009.  http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf] 


The Departments estimate that in 2010 there are approximately 78.0 million children under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or ‘poor’ health or take three or more prescription medications.  The Departments assume that these children have a pre-existing condition.  Whether or not the new policy is likely to affect these children depends on their own and their parents’ insurance status.  Of the 19.4 million children that potentially have a pre-existing condition, 10.2 million already have employer-sponsored insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, leaving 540,000 uninsured children with pre-existing conditions.[footnoteRef:6]  The Departments assume that this group of 540,000 uninsured children with a pre-existing condition would be denied coverage for that condition or altogether if they were to apply.   [6:  These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended forward to 2010.  ] 


The likelihood that an uninsured child with a pre-existing condition will gain coverage due to these regulations will likely vary by the insurance status of the child’s parent.  As shown in Table 1.1, approximately one-half of the 5540,000 uninsured children who the Departments estimate have a pre-existing condition live with a parent who is also uninsured and is not offered employer-sponsored insurance (ESI).  An additional 190,000 have a parent who is covered by employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but did not accept the offer (and the insurance status of the parent is unknown).   

Table 1.1 Estimated number of uninsured children with pre-existing conditions, by parent’s insurance status, 2010

		Parent's insurance status

		 



		 

		Number of children 



		

		



		Parent has employer-sponsored insurance (ESI)

		190,000



		Parent offered ESI

		60,000



		Parent has individual market insurance 

		10,000



		Parent does not have private insurance*

		270,000



		No parent

		20,000



		Total 

		5450,000





* Primarily parents who are uninsured, but also including a small number who have public coverage

 

The group most likely to be affected by thiese interim final regulations is uninsured children whose parents have purchased non-group coverage, of whom there are an estimated 10,000.  These parents have demonstrated a strong preference for coverage by being willing to pay for a non-group premium for themselves, but their child is uninsured.  Although the Departments cannot know with any certainty, it is quite plausible that the child is uninsured because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an individual market insurance policy does not change substantially and retains its grandfathered status, the insurer is not required to add a child with a pre-existing condition.  However, if the parent terminates the existing policy and purchases a new policy (which is quite plausible given the high prevalence of churning in the individual insurance market), then the new policy will be required to cover the child, and a substantial proportion of these children could gain access to coverage due to these interim final regulations.[footnoteRef:7]   [7:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 


At the other extreme, roughly 190,000 uninsured children with a pre-existing condition have a parent with employer-sponsored insurance (ESI).  It is possible that these children are uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that the parent could not afford the employee portion of a family plan premium.  These interim final regulations are not likely to have much effect on coverage for children in these circumstances.  A very small subset of uninsured children whose parents have ESI would have had to be in a pre-existing exclusion period before coverage is provided for services to treat that condition.  With these regulations, there would no longer be such a period, making coverage desirable.  Such children may be affected by this provision.  

Approximately 60,000 uninsured children with a pre-existing condition have parents who were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will have much effect on that group, because almost all of those parents could have chosen to cover themselves, and potentially their child, through ESI in the absence of these regulations.  

In between these extremes are the approximately 270,000 uninsured children whose parents are themselves uninsured.  Many of these parents have low to moderate income, and many may not be able to afford insurance.[footnoteRef:8]  However, some of these parents might purchase a policy for their child with a pre-existing condition if it were available to them.   [8:  Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. Current Population Survey, March 2008. ] 


While it is relatively easy to hypothesize about the relationship between parental insurance status and the likelihood that a child will be newly covered, it is much more difficult to estimate with any precision the take-up rates for each parental coverage category.  Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-range estimate is that 50% of uninsured children whose parents have individual coverage will be newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, and that very few children whose parents have ESI, are offered ESI, or who do not live with a parent will become covered as a result of these interim final regulations.[footnoteRef:9]  For the high-end estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.    	Comment by Author: Conform – “%” or “per cent”. Also an issue in footnotes. [9:  We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act (http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions. ] 


As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured children with pre-existing conditions could gain coverage as a result of thiese interim final regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it could be 72,000.  Almost all of these children are expected to gain individual coverage, with only a small proportion gaining group coverage.[footnoteRef:10]    [10:  For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments assume that half of the children who take-up coverage join ESI, and half join a private insurance plan in the individual insurance market.] 




Table 1.2 Estimated number of uninsured children gaining coverage 

		 

		Gain Employer-Sponsored Insurance

		Gain Individual Market Insurance

		Total



		High Take-Up

		10,000

		62,000

		72,000



		Medium Take-Up

		6,000

		45,000

		51,000



		Low take-Up

		2,000

		29,000

		31,000







The other group of children who will be affected by these interim final regulations is children who already have non-group insurance coverage, but who are covered with a condition waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing condition.  After the implementation of theise interim final regulations, children whose parents purchase individual coverage will not be subject to condition waivers.  The Departments estimate that there are 90,000 children covered by individual insurance with a condition waiver (or with a  period during which coverage for a pre-existing condition is excluded).[footnoteRef:11]  The individual market issuers who insure these estimated 90,000 children with a condition waiver may decide to remain grandfathered plans, and thus these children will not be directly affected by these regulations.  However, the parents of those children could choose to switch from grandfathered plans to new plans that will not be grandfathered, although the premium that they pay for such coverage could increase.  Similarly, for those children currently covered but in a pre-existing condition waiting period, curtailing the waiting period would require the early termination of the current plan and purchase of a new plan on or after September 23rd. [11:  The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for their condition.] 


c. Benefits  

The benefits of PHS Act Ssection 2704 and these interim final regulations rules are expected to amply justify the costs.  These interim final regulations will expand and improve coverage for those under the age of 19 with preexisting conditions.  This will likely increase access to health care and health outcomes, and reduce family financial strain and “job- lock,” as described below.  

Numerous studies confirm that when children become insured, they are better able to access health care.  Uninsured children are six times more likely than insured children to lack a usual site of care.[footnoteRef:12]  By contrast, one year after enrollment in health insurance, nearly every child in one study had a regular physician and the percentage of children who saw a dentist increased by approximately 25 percent.[footnoteRef:13]  Insured children also experience fewer unmet needs and delays in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, only 3.7% reported such delays or care deficiencies.[footnoteRef:14] [12:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [13:  Ibid.]  [14:  Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051. ] 


With regular access to health care, children’s health and well-being are likely to improve. When children are sick and without health insurance, they may, out of financial necessity, have to forgo treatment; insurance improves the likelihood that children get timely and appropriate health care services.[footnoteRef:15]  Insured children are less likely to experience avoidable hospital stays than uninsured children[footnoteRef:16] and, when hospitalized, insured children are at less risk of dying.[footnoteRef:17]  When children are insured, it not only improves their health status, but also confers corollary benefits. Children without health insurance may not be allowed to participate in as many physical activities as peers because parents are concerned about the financial impacts of unintentional injury.  One study determined that 12 percent of uninsured children had various activity restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were removed once they gained insurance.[footnoteRef:18]  Also, nd health insurance and access to care improve school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, an insurance program piloted in Santa Clara County, California for children in low-income families, found that the proportion of children missing three or more school days in the previous month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the insurance program.[footnoteRef:19] [15:  Uninsured children are at least 70% more likely than insured children to not receive
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid.]  [16:  Ibid.]  [17:  Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  (2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf]  [18:  “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132]  [19:  Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-mpr.com/publications/PDFs/CHIimproves.pdf] 


In addition to their benefits relating to access to care, health, and well-being of children, these interim final regulations ules are likely to lower families’ out of pocket health care spending.  Some families would face the possibility of paying high out-of-pocket expenses for health care for children under 19 who could not obtain insurance because of a preexisting condition.  Further, expanded insurance coverage should reduce the number of medical bankruptcies.[footnoteRef:20]  In cases where medical expenses are substantial, families may no longer need to spend- down their assets in order to qualify for Medicaid and other public assistance programs.  Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to state-established medically needy income limits.[footnoteRef:21]  Eight percent of Medicaid beneficiaries qualify via spend-down yet this group accounts for a disproportionately high percentage of Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ medical costs are high.[footnoteRef:22]  Despite the fact that medically needy populations become eligible on account of onerous medical bills, this group is especially vulnerable to losing coverage because states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its medically needy program due to a budget shortfall, an estimated 800 children lost coverage.[footnoteRef:23]  Such coverage interruptions likely contribute to higher rates of uncompensated care – the primary source for which is federal funding.[footnoteRef:24]  Reduced reliance on these programs under these interim final rules regulations will benefit families, state and federal governments and, by extension, taxpayers. [20:  http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1]  [21:  http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4]  [22:  Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325]  [23:  Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf]  [24:  Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf] 


In addition, these interim final regulations rules may reduce instances of “job- lock” -- situations in which workers are unable to change jobs due to concerns regarding health insurance coverage for their children.[footnoteRef:25]  For example, under the Affordable Care Act and these interim final regulations, someone currently insured through the group market with less than 18 months of continuous coverage may be more willing to leave her job and become a self-employed entrepreneur if she has a child under age 19 with a preexisting condition, because her child now will be able to obtain immediate coverage for the preexisting condition in the individual market.  Similarly, even a worker with more than 18 months of continuous coverage who is already protected by HIPAA may be more likely to consider switching firms and changing policies because he would not have to worry that his child’s preexisting condition would be excluded for up to 12 months.[footnoteRef:26]  While the total reduction in job-lock may be small, the impact on those families with children with preexisting conditions may be significant.  The effect of these interim final regulations on job-lock is discussed further in the summary section below.  . [25:  A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent of affected workers wages.  While these interim final regulations may only have an impact on a small percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf. ]  [26:  A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, had any impact on job-lock, but HIPAA still allows a 12-month pre-existing condition exclusion, meaning that for conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006). ] 




d. Costs and Transfers

Children with pre-existing conditions have high health care costs – approximately three times the average for those without such conditions.[footnoteRef:27]  Although children with pre-existing conditions have higher health care costs than healthier children, among children with pre-existing conditions, those who are uninsured have expenditures that are somewhat lower than the average for all children with pre-existing conditions.  Therefore, it is expected that when uninsured children obtain coverage, there will be additional demand for and utilization of services.  There will also be a transfer from out-of-pocket spending to spending covered by insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated care to the insured population as coverage expands.     [27:  From the Departments’ analysis of MEPS data.  ] 


As shown above, the Departments estimate that approximately 2,000 to 10,000 children whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in the group market.  Because so few children are likely to be newly covered in the group market, the estimated costs and transfers are extremely small, on the order of hundredths of a percent.  

The Departments expect that theise interim final regulations will have a larger effect on the number of children covered in the individual market, resulting in new coverage for between 29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be substantially greater than for the average child covered by individual insurance.  The Departments’ analysis also assumes that children with pre-existing conditions gaining insurance under this regulation will have greater health needs than the average uninsured child with a pre-existing condition.  This assumption concerning adverse selection is common to most analyses of purchasing behavior in the individual insurance market.  

In the majority of states that do not require community rating, much of the additional cost of care for newly-covered children with pre-existing conditions is likely to be borne by the parents who purchase coverage for their children.  Based on discussions with industry observers, it appears that even in the absence of community rating, it is rare for an insurer to charge more than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that in non-community rated states that the parents of newly insured children will pay a premium that is equal to twice the standard rate, and that the remainder of the additional costs will be spread to other policy holders in the individual market in the form of increased premiums.[footnoteRef:28]  However, with the new provision preventing denials of coverage for children with pre-existing conditions, rating practices in the insurance industry could certainly change, lending uncertainty to this estimate. In the approximately twenty states that require adjusted community rating or rating bands in the individual market, the Departments’ analysis assumes that all of the additional costs of newly covered children will be spread across policies in the individual market.[footnoteRef:29]  Making these assumptions, the estimated increase in premiums is 1 percent or less in community rated states, and approximately one-half of one percent in states without community rating. [28:  The Departments assume that in non-community rated states that parents purchasing individual coverage for a child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the estimated expenditures for newly covered children are above the premium that the Departments assume will be charged, the analysis assumes that the difference will be spread over all policies in the individual market.  ]  [29:  http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7] 


Finally, for the estimated 90,000 children with existing individual coverage that excludes coverage for the a pre-existing condition or requires a waiting period before coverage for that condition begins, the Departments assume that many of these children will receive coverage for their condition(s).  Because their existing individual policies could be grandfathered, the parents of these children may need to purchase new policies in order to gain coverage for their children’s condition without a waiver.  Children in a pre-existing condition exclusion period in particular will need to terminate their current policy and purchase a new one in order to take advantage of the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate that turnover in the individual market is between 40% and 70% per year. [footnoteRef:30]  In a few years, most children who would have been covered with a condition waiver in the absence of thiese interim final regulations are expected to be in new policies in any case. [30:  Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.] 


The Departments analyzed expenditures for the approximately 90,000 children who reported fair or poor health, or who were taking three or more prescription medications, and for whom insurance covered only a small portion of spending for one or more medical conditions.  Total spending for these 90,000 children was not much different than spending for the children who did not appear to have a pre-existing condition waiver, although less of the spending was covered by private insurance, and more of it was paid for out-of-pocket or by other sources.[footnoteRef:31]   [31:  The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.  ] 


Similar to the expectations for newly covered children in the individual market, in states that require rating bands or some form of community rating, much of the additional cost for eliminating condition waivers will be spread across the insured population, while in states without rating restrictions, much of the additional costs will be borne by the parents who purchase the coverage.  However, the estimate that insured benefits per child will increase by a relatively modest amount suggests that even in states with community rating, the cost and transfer effects will be relatively small, at most a few tenths of one a percent over the next few years.  

In evaluating the impact of this provision, it is important to remember that the full effects of this provision cannot be estimated because of its interactions with other provisions in the Affordable Care Act that go into effect at the same time.  For example, under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered plans to provide recommended preventive services at no cost-sharing.  This will amplify the benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the Departments cannot provide a more precise estimation of either the benefits or the costs and transfers of this provision.

  



2. PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147. 271126)

a. Summary  

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the Affordable Care Act and these interim final regulations, generally prohibits group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  The statute also provides a special rule allowing “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or lifetime per individual limits on specific covered benefits that are not essential health benefits to the extent that such limits are permitted under Federal or State law.  

For purposes of establishing a restricted annual limit on the dollar value of essential health benefits, the statute provides that in defining the term “restricted annual limit,” the Departments “ensure that access to needed services is made available with a minimal impact on premiums.”[footnoteRef:32]  Based on this Congressional directive, these interim final regulations allow annual limits of no less than $750,000 for a plan year beginning on or after September 23, 2010, but before September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on essential health benefits.   [32:  PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 10101(a) of such Act.] 


The statute and these interim final regulations relating to the prohibition on lifetime limits generally apply to all group health plans and health insurance issuers offering group or individual health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for plan years beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules for plan years beginning before January 1, 2014, generally apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.

b. Estimated Number of Affected Entities  

In 2009, the latest data available indicates that both the incidence and amount of lifetime limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-three percent of large employers had lifetime limits; 52 percent of small employers had lifetime limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 16 percent of small employer HMO plans having a limit, and 23 percent of individual HMO plans having a limit.  The generosity of the limit also varies, with 45 percent of all large employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer plans with lifetime limits, the maximum limit tends to be lower than those in large firms.[footnoteRef:33]   [33:  Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009). ] 


Table 2.1: Prevalence of Lifetime Limits

		Market

		Prevalence of Limit

		Number of Enrollees



		Large Group

		

		



		

		

		



		Under $1,000,000

		1%

		1,000,000



		$1,000,000 - $2,000,000

		18%

		18,700,000



		$2,000,000 or higher

		45%

		46,600,000



		No Limit

		37%

		38,300,000



		Small Group

		

		



		Under $1,000,000

		1%

		500,000



		$1,000,000 - $2,000,000

		12%

		6,300,000



		$2,000,000 or higher

		39%

		20,500,000



		No Limit

		48%

		25,200,000



		

		

		



		Individual

		

		



		Under $1,000,000

		2%

		200,000



		$1,000,000 - $2,000,000

		1%

		100,000



		$2,000,000 or higher

		86%

		8,400,000



		No Limit

		11%

		1,100,000





Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum:  Exhibit 5.2 and Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust, (September 2009).  

Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits



There are scant data on annual limits on which to base this impact analysis. Table 2.2 displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 percent of large employers, 14 percent of small employers and 19 percent of individual market policies impose an annual limit and thus would be directly impacted by thiese interim final regulationsrule.[footnoteRef:34]  In the first year of implementation (beginning September 23, 2010), it is estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would have to raise their annual limit to $750,000.[footnoteRef:35]  This first-year increase in annual limits would potentially affect an estimated 1,670,000 persons across the three markets.  The second year of the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 percent of individual policies to increase their annual limit to $1,250,000.   The second-year increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 2.4 percent of large employer plans, 8.1 percent of small employer plans, and 14.3 percent of individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 persons across the three markets. [34:  There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits.
]  [35:  These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a uniform distribution within each cell.] 


Table 2.2 Percent of plans employing annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual



		Under $250,000

		*

		0.4%

		0.4%



		$250,000 - 499,999

		*

		1.3%

		1.2%



		$500,000 – 999,999

		*

		1.7%

		1.6%



		$1,000,000 – 1,999,999

		2.3%

		5.5%

		12.0%



		$2,000,000 plus

		5.8%

		5.5%

		3.8%



		Total

		8.2%

		14.4%

		19.0%





* Less than 0.1%

Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage, the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET eemployer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits





Table 2.3 Number of persons subjected to annual limits in each market

		Annual Limit

		Large Employer

		Small Employer

		Individual

		Total



		Under $250,000

		15,000

		225,000

		38,000

		278,000



		$250,000 - 499,999

		45,000

		675,000

		115,000

		835,000



		$500,000 – 999,999

		60,000

		900,000

		153,000

		1,113,000



		$1,000,000 – 1,999,999

		2,389,000

		2,869,000

		1,177,000

		6,435,000



		$2,000,000 plus

		6,041,000

		2,869,000

		377,000

		9,287,000



		Total

		8,550,000

		7,538,000

		1,860,000

		17,948,000





Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For annual benefit limits in individual coverage, the relationship observed between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer annual limits







It is important to note the rarity of individuals hitting annual and lifetime limits.  While such limits are relatively common in health insurance, the numbers of people expected to exceed either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high and low range of the number of people who would hit such limits. Such a range is necessary because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given that high-cost individuals lie at the tail of statistical cost distributions. The Departments attempted to extrapolate characteristics of the high-cost population who would be affected by these interim final regulations using several data sources. Second, data on per-capita cost is available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to convert annual costs into lifetime costs, including considerations of how current spending could be related to future spending.[footnoteRef:36]  [36:  To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.
] 


Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.[footnoteRef:37]  The elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people who would be expected to exceed a lifetime limit during a calendar year.  [37:  Numbers in this paragraph calculated from Table 2.4 may differ due to rounding.] 




Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit

		

		Projected to ever exceed limit



		Current Lifetime Limit

		Percentage

		Number



		Under $1,000,000

		0.03- 0.06%

		550-1,050



		$1,000,000 to $1,999,999

		0.02%

		  4,500-5,000



		$2,000,000 plus

		0.02%

		  13,600-14,350 



		

		

		



		Current Annual Limit

		

		



		Under $250,000

		0.19-0.23%

		550-650



		$250,000 to $499,999

		0.08-0.10%

		650-850



		$500,000 to $999,000

		0.03-0.06%

		350-700



		$1,000,000 to $1,999,999

		0.02%

		1,150-1,300



		$2,000,000 or more 

		0.01-0.02%

		750-1,750



		

		

		





Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50.



c. Benefits  

Annual and lifetime limits exist in the individual, small group and large group health insurance markets.  These limits function as caps on how much an insurance company will spend on medical care for a given insured individual over the course of a year, or the individual’s lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she must pay the remaining cost of medical care out- of- pocket.  These limits particularly affect people with high-cost conditions,[footnoteRef:38] which are typically very serious; for example, one recent survey found that 10 percent of cancer patients reached the limit of what insurance would pay for treatment.[footnoteRef:39]  The same survey also found that 25 percent of cancer patients or their family members used up all or most of their savings, 13 percent were contacted by a collection agency, and 11 percent said they were unable to pay for basic necessities like food and housing as a result of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual limits, theise interim final regulations rule will help families and individuals experiencing financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and continuing coverage, these this interim final regulations rule also reduces uncompensated care, which would otherwise increase premiums of the insured population through cost-shifting, as discussed in more detail in the summary section. [38:  An April 2008 study by Milliman, “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one estimate of $618,000 (Med Care 2006;44: 990–997).]  [39:  See “National Survey of Households Affected by Cancer.” (2006) accessed at http://www.kff.org/kaiserpolls/upload/7591.pdf] 


These interim final regulations rule will also improve access to care.  Reaching a limit could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those with medical debt are more likely to skip a needed test or treatment, and less likely to fill a prescription or visit a doctor or clinic for a medical issue.[footnoteRef:40]  The removal and restriction of benefit limits helps ensure continuity of care and the elimination of the extra costs that arise when an untreated or undertreated condition leads to the need for even more costly treatment, that could have been prevented if no loss of coverage had been experienced.  Lack of insurance coverage leads to additional mortality and lost workplace productivity, effects that would be amplified for a sicker population such as those who would reach a benefit limit.[footnoteRef:41]  By ensuring continuation of coverage, theseis regulationsinterim final regulations rule benefits the health and the economic well-being of enrollees. [40:  Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web Exclusive (2006) ]  [41:  See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press.] 


These interim final regulations rules are additionally beneficial to those without an alternative source of health coverage in the group health insurance market.  Under HIPAA rules, when an individual exceeds the limit and loses coverage, that individual had a special enrollment right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-sponsored coverage, the individual could enroll in the coverage, although it might lead to a change in providers and less generous coverage.  Those without an alternative option would lose coverage, and the history of high medical claims and presence of pre-existing medical conditions could make subsequent purchase of health insurance in the individual market unattainable.  Under these interim final rules, people will no longer be treated differently depending on whether they have an alternative source of coverage.

d. Costs and Transfers  

Extending health insurance coverage for individuals who would otherwise hit a lifetime or annual limit will increase the demand for and utilization of health care services, thereby generating additional costs to the system.  The three year phase-in of the elimination of annual limits and the immediate elimination of lifetime limits will increase the actuarial value of the insurance coverage for affected plans and policies if no other changes are made to the plan or policy.  Issuers and plans in the group market may choose to make changes to the plan or policy to maintain the pre-regulation actuarial value of the plan or policy, such as increasing copayments in some manner.  To the extent that higher premiums (or other plan or policy changes) are passed on to all employees, there will be an explicit transfer from workers who would not incur high medical costs to those who do incur high medical costs.  If, instead, if the employers do not pass on the higher costs of insurance coverage to their workers, this could result in lower profits or higher prices for employer’s’ goods or services.  Given the small numbers of people who exceed the benefit limits in the current group markets, the Departments anticipate such transfers to be minimal when spread across the insured population (at a premium increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. However, as this discussion demonstrates, there is substantial uncertainty in data and in the anticipated plan changes to these is interim final regulationsrule, preventing more precise estimations of effects.  

	In the individual market, where policies are individually underwritten with no rating bands in the majority of states, the Departments expect the premium cost or other changes to be largely borne by the individual policyholders.  As discussed in the impact analysis for sSection 2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread across the insurance market. In the 20 states with modified community rating, issuers could spread the increased costs across the entire individual market, leading to a transfer from those who would not incur high medical costs to those who do incur such costs.  However, as with the group market, such a transfer is expected to be modest, given the small numbers of people who would exceed their benefit limit.  The Departments estimate that the transfer would be three-quarters of one a percent or less for lifetime limits and one-tenth of one a percent or less for annual limits, under a situation of pure community rating where all the costs get spread across the insured population.  This impact does not apply to grandfathered individual market plans. Also, given the wide variation in state insurance markets, a more precise estimation is not possible, and the premium impact would be even less in the majority of states that allow underwriting in the individual insurance market.

	It is worth noting that the transfers discussed above will be mitigated by the associated expansion of coverage that these interim final rules regulations create.  The Departments expect that due to the gradual elimination of annual limits and the immediate elimination of lifetime limits, fewer people will be left without protection against high medical costs.  This will lead fewer individuals to spend- down resources and enroll in Medicaid or receive other State and locally funded medical support.  It can be anticipated that such an effect will be amplified due to the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in Medicaid, State and local funded health care coverage programs, as well as uncompensated care, all of which would otherwise raise taxes and/or premiums for the larger population.  Unfortunately, data around these high-cost individuals is limited, preventing  quantification of these benefits at the present time.

	Additional uncertainty prevents more precise estimation of the benefits and impacts of this provision. As discussed in the impact analysis for sSection 2704, there are interactive effects of the various provisions in this regulation which cannot be estimated. For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit. Moreover, it is important to remember that the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Different plans have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime or restricting annual limits could affect them differently. This also means that average impacts of the various provisions in this regulation or others cannot simply be added to obtain a total impact, since a plan may be affected by one provision but not another. Moreover, plans and issuers will consider these impacts when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status – a consideration that is pertinent in the case of restricted annual limits, which do not apply to the grandfathered individual market.  This further compounds any precise calculation of benefits and costs.	Comment by Author: Is this right word? Confounds?



e. Enrollment Opportunity

These interim final regulations provide an enrollment (or, in the case of the individual market, reinstatement) opportunity for individuals who reached their lifetime limits in a group health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the individual market, the reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in an individual health insurance family policy while other family members remain in coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a cost burden of $21,000, as detailed in the Paperwork Reduction Act section. 

f. Alternatives

Section 2711(a)(2) of the PHS Affordable Care Act requires the Departments to “ensure that access to needed services is made available with a minimal impact on premiums.”  Accordingly, the Departments undertook an analysis of different restricted annual limit thresholds to study the issue, taking into consideration several factors: (1) the current use of annual limits in the group and individual market; (2) the average premium impact of imposing different annual limits on the individual, small group, and large group markets; (3) the number of individuals who will continue to have annual medical expenses that exceed an annual limit; and (4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are prohibited.  In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, the Departments decided to adopt a three-year phased approach for restricted annual limits.  

As discussed above, it is important to note that it is difficult to predict exactly how plans and issuers will respond under these new regulations.  Annual or lifetime limits on benefits help control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or raise premiums.  The Departments cannot determine which option or combination of options plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is compounded by the data uncertainties discussed in Section 2b.

Given the above data limitations, the Departments modeled the impact on premiums of increasing the annual limits for plans that currently have annual limits, assuming that the only reaction to a required increase in annual limits would be an increase in premiums.  Because some plans may choose to offset the potential premium increase by increasing cost sharing, tightening the network of providers, or making other plan changes, the modeled premium impacts represent the high-end of the possible increases in premiums.  

The Departments modeled a range of options and ways to implement a restricted annual limit.  Two of the options considered were setting the annual restricted limit on essential benefits at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed the limit and hit a gap in insurance coverage.  However, plans with current low limits could see increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans and non-grandfathered individual policies will be required to remove annual limits.  A low annual limit until 2014 would offer less protection to those with medical expenses exceeding the limit, and could result in an increase in premiums in 2014 (although a variety of other changes that will be implemented in 2014 could be expected to result in lower premium increases in most states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over time was selected.  

Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 2.4 above demonstrates the numbers of people expected to exceed different annual limit thresholds.  The Departments chose to set the restricted annual limit relatively low in the first year, and to then increase the limit up to $2 million over the three-year period.  This phased approach was intended to ease any increases in premiums in any one year, particularly for plans with low initial annual limits, and to help group plans and non-grandfathered individual policies transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, but it is anticipated that these plans only make up less than one-half of one percent of the market. On the other hand, raising the restricted annual limits to $2,000,000 under theise interim final regulations rule could be expected to help an estimated 2,700 to 3,500 people[footnoteRef:42] who would no longer exceed their annual limit, ensuring financial protection to those who have high medical claims.  Note that these interim final regulations also include a waiver for issuers or plans that assert that adhering to these limits will significantly reduce access or increase premiums.  While the impact of this policy is not quantified, it, too, is intended to mitigate any unintended consequences given the paucity of data on the incidence and prevalence of annual limits in the markets today.  [42:  Numbers calculated from Table 2.4 may differ due to rounding.] 


Table 2.5 Estimated premium impacts for a plan moving to a new annual limit

		Current Limit

		New Limit



		 

		People Subject to Current Limit

		 

$500k

		$750k

		$1 million

		$1.5 million

		$2 million



		$250k

		278,000

		3.7%

		5.1%

		6.1%

		6.2-6.4%

		6.2[footnoteRef:43]-6.6% [43:  If a second decimal place were included, the lower end of the range in this column would be greater than the lower end of the range in the $1.5 million column.  ] 




		$500k

		835,000

		

		1.4%

		2.3%

		2.4-2.6%

		2.4-2.8%



		$750k

		1,113,000

		

		

		1.0%

		1.0-1.2%

		1.0-1.5%



		$1 million

		6,435,000

		

		

		

		0.1-0.3%

		0.1-0.5%



		$1.5 million

		9,287,000

		

		 

		 

		 

		0.04-0.2%





Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option.  For the low impact estimates, the distributions were then adjusted only for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 study of lifetime limits for the National Hemophilia Foundation. 



3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 147. 27128).

a. Summary 

As discussed earlier in this preamble, PHS Act Ssection 2712 and these interim final regulations generally prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance notice to an individual before coverage may be rescinded.[footnoteRef:44]  The notice must be provided regardless of whether the rescission is of group or individual coverage;, or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  	 [44:  Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.] 


PHS Act Ssection 2712 and these interim final regulations create a statutory federal standard and enforcement power in the group and individual markets where it did not exist.  [Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior to this provision taking effect, only varying court-made federal common law exists for ERISA plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, the majority of federal courts, or the Restatement of Contracts. According to a House Energy and Commerce Committee staff memorandum,[footnoteRef:45] rather than reviewing medical histories when applications are submitted, some insurers engage in “post-claims underwriting.”  Under this practice, if the policyholders become sick and file expensive claims, the insurance companies initiate investigations to scrutinize the details of the policyholder's’ application materials and medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer rescinds the policies, returns the premiums, and refuses payment for medical services.  The Committee found some questionable practices in this area including insurance companies rescinding coverage even when discrepancies are unintentional or caused by others, for conditions that are unknown to policyholders, and for discrepancies unrelated to the medical conditions for which patients sought medical care.  According to the Committee, the current regulatory framework governing the individual insurance market in this area is a haphazard collection of inconsistent state and federal laws. Protections for consumers and enforcement actions by regulators vary depending on where individuals live. Because of these varying standards, many patients lack adequate protections against rescission, prompting the need for and benefits from this rule.   	Comment by Author: Further discussion/refinement may be needed.  Not simple.  [45:  Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.] 


When a coverage rescission occurs, an individual’s health insurance coverage is retroactively cancelled, which means that the insurance company is no longer responsible for medical care claims that they had previously accepted and paid.  Rescissions can result in significant financial hardship for affected individuals, because, in most cases, the individuals have accumulated significant medical expenses.

b. Estimated Number of Affected Entities  

The Departments assume that these interim final regulations rules will have their largest impact on the individual insurance market, because group health coverage rarely is rescinded.[footnoteRef:46]  By creating a new Federal standard governing when policies can be rescinded, the Departments expect these interim final regulations rules to potentially affect the approximately 17 million non-elderly individual health insurance policy holders and their dependents in the individual health insurance market.[footnoteRef:47]  In addition, approximately 490 health insurance issuers offering coverage in the individual health insurance market who currently could rescind health insurance coverage are expected to be affected.[footnoteRef:48]  That said, the actual incidence of individuals who are subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task Force collected data on 52 companies covering the period 2004-2008, and found that rescissions averaged 1.46 per thousand policies in force, or approximately 9,000 rescissions per year.[footnoteRef:49] [46:  This statement is supported by conversations with industry experts.  ]  [47:  2009 Current Population Survey.]  [48:  Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare (http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx).]  [49:  NAIC Rescission Data Call, December 17, 2009, p.1.] 


	c. Benefits  

	There are many benefits that flow from these this interim final rule regulations, which the Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of “distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the insurance that enrollees paid for an expected policy to cover the cost of expensive illnesses and conditions, preventing rescissions would prevent inequity and greatly increase health and economic well-being.  Consumers would have greater confidence that purchasing insurance would be worthwhile, and policies would represent better value for money.  As discussed in Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity and additional mortality and morbidity.[footnoteRef:50]  Thus, these rules would contribute to reducing the burden from lost productivity that arises from people being uncovered.  These effects would be especially large relative to the number of individuals affected given that the affected population tends to be much sicker on average. [50:  Hadley (2003); ] 


	Specifically, this provision also could protect against interruptions in care resulting from rescissions. People with high cost illnesses would have continued access to care throughout their illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in health insurance, even if brief, can have significant health and financial consequences.[footnoteRef:51]  A survey from the Commonwealth Fund found that about three of five adults with any time uninsured said they had not received needed health care in the past year because of costs – more than two times the rate of adults who were insured all year.  Further, 44 percent of respondents who had experienced any coverage break during the prior year said they had failed to go to a doctor or clinic when they had a medical problem because of costs, compared with 15 percent of adults who did not experience such breaks.[footnoteRef:52]  [51:  This point is discussed further in the summary section below.  ]  [52:  Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth Fund  (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf] 


	Thiese interim final regulations rule will also have substantial financial benefits for individuals who otherwise would have had their policies rescinded.  While there has been minimal documentation of financial losses associated with rescissions, anecdotal reports suggest severe financial hardships may result.  In one case, a woman faced more than $129,000 in medical bills and was forced to stop chemotherapy for several months after being dropped by an insurer.[footnoteRef:53]  The maintenance of coverage through illness not only prevents financial hardship for the particular enrollee, but can also translate into lower premiums for the broader insured population by reducing cost-shifting from the costs of uncompensated care. [53:  Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story. ] 


	

d. Costs and Transfers  

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of material fact could lead issuers insurers to spend more resources checking applications before issuing policies than they did before the Affordable Care Act, which would increase administrative costs. However, these costs could be partially offset by decreased costs associated with reduced post-claims underwriting under these interim final regulationsrule. Due to lack of data on the administrative costs of underwriting and post-claims underwriting, as well as lack of data on the full prevalence of rescissions, it is difficult for the Departments to quantify these costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in the Paperwork Reduction Act section later in this preamble.	Comment by Author: Global change – “insurer: to “issuer”

To the extent that continuing coverage for these generally high-cost populations leads to additional demand for and utilization of health care services, there will be additional costs generated in the health care system.  However, given the low rate of rescissions (approximately 0.15% of individual policies in force) and the relatively sick nature of people who have policies rescinded (who would have difficulty going without treatment), the Departments estimate that these additional costs would be small.

Under this provision of the interim final regulations, a transfer likely will occur within the individual health insurance market from policyholders whose policies would not have been rescinded before the Affordable Care Act to some of those whose policies would have been rescinded before the Affordable Care Act, depending on the market and the rules which apply to it.  This transfer could result from higher overall premiums insurers will charge to recoup their increased costs to cover the health care costs of very sick individuals whose policies previously could have been rescinded (the precise change in premiums depends on the competitive conditions in specific insurance markets).  However, rescissions are rare in group markets where such costs would be most likely to be transferred through premium increases.  In the individual market, the potential costs would likely be born by the individuals themselves unless they live in a state with regulations limiting rate increases based on health, as discussed further below.  

While the Departments are unable to estimate the impact of prohibiting rescissions except in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even the high rates of rescission acknowledged by some smaller insurers would still be expected to translate into only a small average impact across the individual health insurance market.  And since this small impact across the market would be primarily attributable to insurers paying benefits to persons with substantial medical expenditures, the transfer would be useful.

The Departments assume for their analysis that the individuals covered by the rescinded policies are much sicker than average. Specifically, these individuals are assumed to have total spending in the top 10 percent of spending, which represents about 70 percent of total spending for the population as a whole, as estimated from the 2007 MEPS-HC person level medical expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this subset randomly, then they would account for 1 percent of claims. Depending on the percentage of rescissions that no longer occur as a result of thiese interim final regulationsrule, and other changes to the insurance market as detailed below, these claims would now have to be covered, representing a transfer of costs from the affected entities to the larger insured population. 

Substantial uncertainty exists around the estimated transfer discussed above. First, it can be expected that since post-claims underwriting is limited by these interim final regulations, plans and issuers will expand their pre-claims underwriting practices, potentially leading to increased denials or pre-existing condition riders.[footnoteRef:54] This in turn would decrease the number of rescissions, but without expanding coverage or increasing claims paid. Second, as a result of expanded underwriting, plans and issuers could increase premiums for people with pre-existing conditions, given that the majority of states do not require modified or pure community rating. In this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by the individual who now maintains coverage. Finally, there is uncertainty concerning what proportion of the rescissions would be considered to result from intentional and material misrepresentation, and also uncertainty regarding the interaction of this provision with other provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 2711, or the prohibition of pre-existing condition exclusions for children – since new children will now be able to enroll in policies which also cannot be rescinded. As a result of this uncertainty, the Departments are unable to precisely estimate an overall or average premium impact from this provision, but given the prevalence of rescissions in the current market, the impact is estimated to be at most a few tenths of a percent. [54:  These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to be allowed for adults until January 1, 2014.  ] 








4.  PHS Act Section 2719A, Patient Protections (26 CFR XXX, 29 CFR XXX, 45 CFR 147.138)

As discussed earlier in this preamble, Ssection 2719A of the PHS Act and these interim final regulations impose requirements to a group health plan, or group or individual health insurance coverage, relating to the choice of health care professionals (primary care provider, pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to benefits for emergency services.  The requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage within a network of providers.[footnoteRef:55]  However, all plans or health insurance coverage is subject to requirements relating to benefits for emergency services.  The cost, benefits, and transfers associated with each of these requirements are discussed separately below. [55:  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  ] 


These rules generally are effective for plan years (or, in the case of the individual market, policy years) beginning on or after September 23, 2010.



A.  Choice of Health Care Professional

1. Designation of Primary Care Provider

a. Summary.  

The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  

b. Estimated Number of Affected Entities.  

Choice or assignment to a primary care provider is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that there are 577 HMOs in the United States,[footnoteRef:56] accounting for more than 32.3 million enrollees,[footnoteRef:57] of whom about 40 percent have their primary care provider serve as a gatekeeper.[footnoteRef:58]  Similar data does not exist for POS plans, although as a reference, about 10 percent of workers with employer-sponsored insurance are enrolled in POS plans.[footnoteRef:59] [56:  Kaiser Family Foundation, “Number of HMOs, July 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the number of HMOs also includes Medicaid and Medicare-only HMOs that are not covered by these interim final regulations.]  [57:  Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey.]  [58:  See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009). ]  [59:  See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at http://ehbs.kff.org/pdf/2009/7936.pdf. ] 


Section 2719A of the PHS Affordable Care Act and these interim final regulations only apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number of enrollees and plans that would be affected by these provisions. Moreover, there are no data on the number of plans that auto-assign patients to primary care providers physicians and do not already allow patients to make the final provider choice, as this would be the population to benefit maximally from these interim final regulationsrule.  Anecdotal evidence suggests, however, that this number would be very small, and therefore the benefits and costs of this provision would be small as well, as discussed further below.

c. Benefits.  

Provider choice allows patients to take into account factors they may value when choosing their provider, such as provider credentials, office hours and location, advice from professionals, and information on the experience of other patients.[footnoteRef:60]  Freedom of choice is an important value, particularly in this domain, even if it cannot easily be turned into monetary equivalents. Provider choice is a strong predictor of patient trust in their provider, which could lead to decreased likelihood of malpractice claims.[footnoteRef:61]  As well, studies show that better patient-provider trust results in improved medication adherence.[footnoteRef:62]  Research literature suggests that better patient-provider relationships also increase health promotion and therapeutic effects.[footnoteRef:63] Moreover, one study found that adults who identified having a primary care provider, rather than a specialist, as their regular source of care had 33 percent lower annual adjusted health care expenditures and lower adjusted mortality.[footnoteRef:64]   [60:  See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will They Come?” Journal of General Internal Medicine 22.10 (2007).  ]  [61:  Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider Choice and Associated Trust.” BMC Health Services Research 22.10 (2007).]  [62:  Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002).]  [63:  Ibid.  See also DiMatteo, Robin M., et al., “Physicians' Characteristics Influence Patients' Adherence to Medical Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).  ]  [64:  Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998).] 


Studies have also found that patients who have long-term relationships with their health care providers tend to experience better quality health care.  Adults that have a usual provider and place are more likely to receive preventive care and screening services than those who do not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual provider and place of service.[footnoteRef:65]   [65:  Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.”  Journal of General Internal Medicine 23.9 (2008).] 


Regular contact with primary care providers also can decrease emergency department visits and hospitalizations.  One study found that adolescents with the same regular source of care were more likely to receive preventive care and less likely to seek care in an emergency room.[footnoteRef:66]  Another study found that patients without a relationship with a regular physician were 60 percent more likely to go to the emergency department with a non-urgent condition.[footnoteRef:67]  Patients that have a usual source of care tend to also have fewer hospital admissions.[footnoteRef:68]   [66:  Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 (2005).]  [67:  Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.”]  [68:  Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.” ] 


d. Costs and Transfers.  Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be minimal.  As previously noted, when enrollees like their providers, they are more likely to maintain appointments and comply with treatment, both of which could induce demand for services, but these services could then in turn reduce costs associated with treating more advanced conditions.  However, the number of affected entities from this provision is very small, leading to small additional costs.

There will likely be negligible transfers due to this provision given no changes in coverage or cost-sharing.

2. Designation of Pediatrician as Primary Care Provider

a. Summary.  

If a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final regulations require a plan or issuer to permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer.   The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.  

b. Estimated Number of Affected Entities.  

Due to lack of data on enrollment in managed care organizations by age, as well as lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number of enrollees and plans that would be affected by these provisions. As a reference, there are an estimated 11.8 million individuals under age 19 with employer sponsored insurance who are in an HMO plan.[footnoteRef:69] [69:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 


c.  Benefits.  

By expanding participating primary care provider options for children to include physicians who specialize in pediatrics, this provision could benefit individuals who are making decisions about care for their children.  As discussed in the previous section, research indicates that when doctors and patients have a strong, trusting relationship, patients often have improved medication adherence, health promotion, and other beneficial health outcomes.  Considering this research, this provision could lead to better, sustained patient-provider relationships and health outcomes.

In addition, allowing enrollees to select a physician specializing in pediatrics as their children’s primary care provider could remove any referral-related delays for individuals in plans that require referrals to pediatricians and do not allow physicians specializing in pediatrics to serve as primary care providers.[footnoteRef:70]  The American Academy of Pediatrics (AAP) strongly supports the idea that the choice of primary care clinicians for children should include pediatricians.[footnoteRef:71]  SimilarlyRelatedly, at least two states have laws providing children immediate access to pediatricians.[footnoteRef:72]  [70:  There is no data available to estimate the number of plans that fall into this category.]  [71:  See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.  ]  [72:  For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7.] 


Regular pediatric care, including care by physicians specializing in pediatrics, can improve child health outcomes and avert preventable health care costs.  For example, one study of Medicaid- enrolled children found that when children were up to date for age on their schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later time.[footnoteRef:73]  Likewise, if providers are able to proactively identify and monitor obesity in child patients, they may reduce the incidence of adult health conditions that can be expensive to treat; various studies have documented links between childhood obesity and diabetes, hypertension, and adult obesity.[footnoteRef:74]  One recent study modeled that a one-percentage-point reduction in obesity among twelve-year-olds would save $260.4 million in total medical expenditures.[footnoteRef:75]  [73:  Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.”]  [74:  “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm.]  [75:  Ibid.] 


Giving enrollees in covered plans (that require the designation of a primary care provider) the ability to select a participating physician who specializes in pediatrics as the child’s primary care provider benefits individuals who would not otherwise have been given these choices.  Again, the extent of these benefits will depend on the number of enrollees with children that are covered by plans that do not allow the selection of a pediatrician as the primary care provider, which anecdotal evidence suggests would be small.

d. d. Costs and Transfers.  

Although difficult to estimate given the data limitations described above, the costs for this provision are likely to be small. Giving enrollees a greater choice of primary care providers by allowing them to select participating physicians who specialize in pediatrics as their child’s primary care provider could lead to health care costs by increasing the take-up of primary care services, assuming they would not have utilized appropriate services as frequently if they had not been given this choice.  

Any transfers associated with thisthese  interim final regulations rule are expected to be minimal.  To the extent that pediatricians acting as primary care providers would receive higher payment rates for services provided than would other primary care physicians, there may be some transfer of wealth from policy holders of non- grandfathered group plans to those enrollees that choose the former providers.  However, the Departments do not believe that this is likely given the similarity in income for primary care providers that care for children.[footnoteRef:76]	Comment by Author: “Policy holders” or “policyholders?” Also, non-grandfathered is global change needed.  [76:  http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf] 


3. Patient access to obstetrical and gynecological care

a. Summary.  

The statute and these interim final regulations also impose requirements on a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  Specifically, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.[footnoteRef:77]  These plans and issuers must also treat the care and the ordering of obstetrical and gynecological items and services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the primary care provider.  A health care professional specializing in obstetrics or gynecology is defined as a person who is licensed under the applicable State law to provide obstetrical or gynecological care and is not limited to a physician.   [77:  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician.] 


b. Estimated Number of Affected Entities.  

Requiring referrals or authorizations to OB/GYNs is typically required by health maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN in the past year and 47 percent of women of reproductive age counted OB/GYNs among their routine health care providers.[footnoteRef:78]  In 2006, there were 69.4 million visits to an OB/GYN according to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control and Prevention.[footnoteRef:79] Although more recent data is not available, a 1999 survey showed that 60 percent of all OB/GYNs in plans requiring the designation of a primary care provider reported that their gynecologic patients were either limited or barred from seeing their OB/GYNs without first getting permission from another physician, and 28 percent reported that their pregnant patients needed permission before seeing an OB/GYN.[footnoteRef:80]  Nearly 75 percent of surveyed OB/GYNs reported that their patients needed to return to their primary care physicians for permission before they could provide necessary follow-up care. [78:  See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).  ]  [79:  See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf. ]  [80:  See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999.] 


Notably, beginning in 1994, due to both consumer demand and efforts to regulate managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and Wyoming.[footnoteRef:81]  This provision gives females direct access to OB/GYNs in covered plans in these states, who may otherwise not have had this direct access.  As well, because State law is pre-empted by ERISA, women in self-insured plans did not previously receive this legal protection.  In addition, these women will not need to get an authorization from their primary care provider for the care and ordering of obstetrical and gynecological items and services by their participating OB/GYN. [81:  Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs,” available at http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114] 


The regulations under of Ssection 2719A apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict new plans that may enter those markets, the Departments are unable to predict the number of enrollees and plans that would be affected by this provision. As a reference, there are an estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who are in HMO plans.[footnoteRef:82] [82:  U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. ] 


c. Benefits.  

This provision gives women in covered plans easier access to their OB/GYNs, where they can receive preventive services such as pelvic and breast exams, without the added time, expense, and inconvenience of needing permission first from their primary care providers.  Moreover, this provision may also save time and reduce administrative burden since participating OB/GYNs do not need to get an authorization from a primary care provider for the care and ordering of obstetrical and gynecological items and services. To the extent that primary care providers spend less time seeing women who need a referral to an OB/GYN, access to primary care providers will be improved.  To the extent that the items and services are critical and would have been delayed while getting an authorization from the primary care provider, this provision could improve the treatment and health outcomes of female patients.

Access to such care can have substantial benefits in women’s lives. About 42,000 American women will die each year from breast cancer, and it is estimated that about 4,000 additional lives would be saved each year just by increasing the percentage of women who receive recommended breast cancer screenings to 90 percent.[footnoteRef:83]  As well, regular screening with Pap smears is the major reason for the 30-year decline in cervical cancer mortality.[footnoteRef:84] [83:  See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits.”  Partnership for Prevention, August 2007.]  [84:  See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26.] 


To the extent that direct access to OB/GYN services results in increased utilization of recommended and appropriate care, this provision may result in benefits associated with improved health status for the women affected.  Potential cost savings also exist since women in affected plans will not need to visit their primary care provider in order to get a referral for routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary time and administrative burden, and decreasing the number of office visits paid by her and by her health plan.  

4. Costs and Transfers.  

One potential area of additional costs with this provision would be induced demand, as women who no longer need a referral to see an OB/GYN may be more likely to receive preventive screenings and other care. Data is limited to provide an estimate of this induced demand, but the Departments believe it to be small.

5. Transfers Associated with the Rule.  

To the extent thiese interim final regulations rule results in a shift in services to higher cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group plans to those individuals using the services affected.  However, such an effect is expected to be small.



B.  Coverage of Emergency Services

1. Summary.  

Section 2719A of the PHS Affordable Care Act and these interim final regulations provide that a non-grandfathered group health plan and a health insurance issuer that covers any emergency services administered in an emergency department of a hospital must cover emergency services without requiring prior authorization and without regard to whether the health care provider furnishing the services is a participating network provider with respect to the services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health insurance coverage with a network of providers that provide benefits for emergency services receives such services from an “out-of-network” health care provider, the plans or issuer may not impose any administrative requirements or limitations on benefits for out-of-network services that are more restrictive than the requirements or limitations applicable to in-network emergency services.  

Finally, these interim final regulations provide that cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network. These regulations also require that a plan or health insurance issuer pay for out-of-network emergency services the greater of the median in-network rate, the usual and customary rate, or the Medicare rate. 

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under Emergency Medical Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some variances from the EMTALA definitions.  For example, emergency medical condition is defined in terms of what a prudent layperson might expect to happen if immediate medical attention is not sought.  

	2. Estimated Number of Affected Entities

Thiese interim final regulations rule will directly affect out-of-pocket expenditures for individuals enrolled in non grandfathered private health insurance plans (group or individual) whose copayment or coinsurance arrangements for emergency services differ between in network and out of network providers.  These interim final regulations rule may also require some health plans to make higher payments to out of network providers than are made under their current contractual arrangements.  There are no available data, however, that allow for national estimates of the number of plans (or number of enrollees in plans) that have different payment arrangements for out of network than in-network providers, or differences between in and out of network copayment and coinsurance arrangements, in order to more precisely estimate the number of enrollees affected.

The Departments conducted an informal survey of benefits plans for large insurers in order to assess the landscape with regard to copayment and coinsurance for emergency department services, but found that a variety of arrangements currently exist in the marketplace.  Many of the large insurers maintained identical co-payment and/or coinsurance arrangements between in and out of network providers.  Others have differing arrangements based on copayments, coinsurance rates, or a combination of the two.  While useful for examining the types of arrangements that exist in the market place, these data do not contain enrollment information and therefore cannot be used to make impact estimates.

	Although these data do not permit quantitative estimates of plans or persons affected, other data can be illustrative of overall magnitudes for emergency services.  For a point of reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 39.9 percent were made by individuals with private insurance.  This represents approximately 46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency department services, or 27.4 million people.[footnoteRef:85] While data on rates of out-of-network ER encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally about 8 percent of its emergency room visits are sought out-of-network.[footnoteRef:86]  Given the breadth of the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are out-of-network each year, since a plan with a smaller provider network will be more likely to have out-of-network use by enrollees.  If each individual was equally likely to utilize out of network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a large portion, of these individuals are covered by plans that have identical in and out of network requirements.  Therefore, the number of individuals affected by this regulatory provision would be smaller.  [85:  Vital and Health Statistics, Advanced Data No. 386, June 29, 2007  ]  [86:  BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue Shield plans, its statistics for out of network emergency services utilization should be considered a conservative estimate of the proportion of ER services that insured individuals receive out-of-network.] 


3. Benefits

Issuers Insurers maintain differing copayment and coinsurance arrangements between in and out of network providers as a cost containment mechanism.  Implementing reduced cost sharing for the use of in network providers provides a financial incentive for enrollees to use these providers, with whom plans often have lower-cost contractual arrangements.  In emergency situations, however, the choice of an in network provider may not be available – for example, when a patient is some distance from his or her local provider networks or when an ambulance transports a patient to the nearest hospital which may not have contractual arrangements with the patientperson’s insurer.  In these situations, the differing copayment or coinsurance arrangements could place a substantial financial burden on the patient. Thiese interim final regulations rule would eliminate this disparity in out of pocket burden for enrollees, leading to potentially substantial financial benefit.	Comment by Author: Global change - insurer to issuer

These interim final regulations rule also provides for potentially higher payments to out-of-network providers, if usual customary rates or Medicare rates are higher than median in-network rates.  This could have a direct economic benefit to patients, as the remaining differential between provider charge and plan payment will be smaller, leading to a smaller balance-bill for patients.  

 To the extent that expectations about such financial burden with out-of-network emergency department usage would cause individuals to delay or avoid seeking necessary medical treatment when they cannot access a network provider, this provision may result in more timely use of necessary medical care.  It may therefore result in health and economic benefits associated with improved health status; and fewer complications and hospitalizations due to delayed and possibly reduced mortality.  The Departments expect that this effect would be small, however, because insured individuals are less likely to delay care in emergency situations. 

4. Costs and Transfers

The economic costs associated with the emergency department provisions are likely to be minimal  These costs would occur to the extent that any lower cost-sharing would induce new utilization of out of network emergency services.  Given the nature of these services as emergency services, this effect is likely to be small for insured individuals.  In addition, induced demand for services in truly emergent situations can result in health care cost savings and population health improvements due to the timely treatment of conditions that could otherwise rapidly worsen.

The emergency department provisions are likely to result in some transfers from the general membership of non grandfathered group policies that have differing copayment and coinsurance arrangements to those policy holders that use the out of network emergency services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing for out of network emergency services, then plans must pay more when enrollees use those services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while plan costs will get spread across the insured market.  Second, if the provision results in plans paying higher rates than they currently do for out-of-network providers, then those costs will get spread across the insured market while the individual enrollees using out-of-network care would potentially get a smaller balance bill.  For all of the data issues described above, the precise amount of the transfer which would occur through an increase in premiums for these group plans is impossible to quantify with any precision, but it is likely to be less than one-tenth of one percent of premium, and only applies to non-grandfathered plans.    



C. Application to grandfathered health plans.  

As discussed above, the statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.



D.  Patient Protection Disclosure Requirement

The Departments believe that it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a clear, salient, and explicit notice to participants (in the individual market, primary subscribers) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.

The Departments estimate that the cost to plans and insurance issuers to prepare and distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure Requirement, see the Paperwork Reduction Act section later in this preamble.





5. Combined Effects of the Insurance Market Reforms

a. Summary 

The Affordable Care Act includes a number of provisions that are effective for plan years (or in the case of individual health insurance coverage, for policy years) beginning on or after September 23, 2010.  These interim final regulations include four of those provisions whose purpose is to improve consumer protections.  Two additional provisions – the extension of dependent coverage to adult children and the rules defining a grandfather plan – were the subject of previously published interim final regulations.  Additional provisions – relating to coverage of preventive services (Section 2713) and external appeals (Section 2719) – will be subject to interim final regulations in the future.  

This set of regulations is distinct from the others in that its primary beneficiaries are people who generally already have some type of illness, injury or disability.  The provision prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured children gain insurance, and another 90,000 children who have insurance with benefit carve-outs or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 who would be expected to have costs that exceed a limit over their lifespan.  While precise data on the number of rescissions is limited, the rescissions policy could prevent a number of people with high health care costs from having their coverage revoked.  A report by the House Committee on Oversight and Government Reform[footnoteRef:87] found an average of around 4,000 rescissions per year between 2003 and 2007 for several major private insurers, with a combined national market share of approximately 35 percent.[footnoteRef:88] A plausible estimate for the number of rescissions nationwide in a given year is thus approximately 11,400.[footnoteRef:89] And one of the patient protections, access to emergency care from out-of-network providers, limits the out-of-pocket spending for individuals with some acute health care need.  While the estimates on the number of people affected by these policies may be small, a much larger number of Americans are at risk of hitting one of these barriers to insurance coverage and will gain indirect benefits of the legislation.  This section describes the potential combined benefits, costs, and transfers of these provisions.   [87:  Waxman, H.A. and J. Barton. “Supplemental Information Regarding the Individual Health Insurance Market.” June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. ]  [88:  Austin, D.A., and T.L. Hungerford. “The Market Structure of the Health Insurance Industry.” Congressional Research Service, November 17, 2009. Table 1, p. 10. http://www.fas.org/sgp/crs/misc/R40834.pdf. ]  [89:  Note that this figure may be a substantial underestimate as insurers did not fully report information on all of their subsidiaries in the aforementioned investigation, and may be a substantial overestimate as the investigation focused on the individual market, where rescissions may be more common.] 


	b. Benefits

These interim final regulations could generate significant economic and social welfare benefits to consumers.  This would take the form of reductions in mortality and morbidity, a reduction in medical expenditure risk, an increase in worker productivity, and a decrease the cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden tax.”  Each of these effects is described below.  It should be noted that the benefits described are substantially greater in each of these areas once the full Accountable Care Act is implemented.

A first type of benefit is reductions in mortality and morbidity.  A growing body of empirical evidence shows that lives can be saved by either spending more on at-risk individuals or by expanding health insurance coverage.[footnoteRef:90]  A widely cited report by the Institute of Medicine (IOM),[footnoteRef:91] and a subsequent update by the Urban Institute[footnoteRef:92] build on these type of estimates to calculate excess deaths resulting from uninsurance. Based on extensive analysis of studies of mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  These regulations – including but not limited to prohibiting pre-existing condition exclusions for children – will expand access to currently uninsured individuals.  These newly insured populations will likely achieve both mortality and meaningful morbidity reductions from the regulations, especially those populations who face rescissions, restricted annual or lifetime limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and benefit even more from receiving insurance coverage than uninsured individuals in general.   [90:  See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996). ]  [91:  Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1. ]  [92:  Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of Uninsurance on Mortality.” Urban Institute, January 2008.
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.  ] 


	A second type of benefit from the cumulative effects of these interim final regulations is a reduction in medical risk.  A central goal of health insurance is to protect individuals against catastrophic financial hardship that would come with a debilitating medical condition.  By pooling expenses across healthy and sick individuals, insurance can substantially improve the economic well-being of the sick while imposing modest costs on the healthy.  This insurance is valuable, and economic theory suggests that the gains to the sick from a properly implemented insurance system far exceed the costs to healthy individuals.  A recent paper shows that the benefits from this reduction in exposure to financial risks would be sufficient to cover almost two-fifths of insurance costs.[footnoteRef:93]  Previous research also suggests that protecting patients who have very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, research indicates that approximately half of the more than 500,000 personal bankruptcies in the U.S. in 2007 were to some extent contributed to by very high medical expenses.[footnoteRef:94]  Exclusions from health insurance coverage based on pre-existing conditions expose the uninsured to the aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on benefits increase the chance that medical expenditures will go uncompensated, exposing individuals to the financial risks associated with illness. Regulations that prevent these practices thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, because they secure coverage for individuals with high probabilities of incurring extensive medical expenses, regulations that guard against rescissions and prevent insurance exclusion based on preexisting conditions for children are likely to have especially large economic benefits in terms of reducing financial risk.  These regulations will help insurance more effectively protect patients from the financial hardship of illness, including bankruptcy and reduced funds for non-medical purposes. [93:  Amy Finkelstein and Robin McKnight. “What Did Medicare Do? The Initial Impact of Medicare on Mortality and Out of Pocket Medical Spending.”  2008. Journal of Public Economics 92: 1644-1669.]  [94:  David Himmelstein et al, 2009.] 


	A third type of benefit from these regulations is improved workplace productivity.  These regulations will benefit employers and workers by increasing workplace productivity and reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A June 2009 report by the Council of Economic Advisers found that increased access to health insurance coverage improves labor market outcomes by improving worker health.[footnoteRef:95]  The health benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual limits, and expanding access to primary care providers and OB/GYNs will help to reduce disability, low productivity at work due to preventable illness, and absenteeism in the work place, thereby increasing workplace productivity and labor supply.  Economic theory suggests that these benefits would likely be shared by workers, employers, and consumers.  In addition, these regulations will increase labor market efficiency by reducing “job- lock,” or the reluctance to switch jobs or engage in entrepreneurship because such activities would result in the loss of health insurance or limitations on coverage.  For example, without the regulations, a parent with generous coverage for a child with a medical condition might fear moving to a different employer or launching his or her own business given the concern that the new plan could exclude coverage for the child on the basis of the pre-existing condition.  These reforms will increase not only productivity and innovation through entrepreneurship, but also worker wages since “job- lock” prevents workers from pursuing jobs with potentially higher salaries.[footnoteRef:96]  The Council of Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   [95:  Council of Economic Advisers. “The Economic Case for Health Reform.” (2009).]  [96:  Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the Literature.” (2001).] 


Fourth, the Affordable Care Act’s policies and the interim final regulations to implement them will reduce the transfers in the health care system due to cost shifting of uncompensated care which often increase health spending unnecessarily.  The insurance market regulations will help expand the number of individuals who are insured and help guarantee that individuals who have insurance do not bankrupt themselves by paying medical bills.  Both effects will help reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health care since the costs of this care are shifted to those who are able to pay for services in the form of higher prices.  

The Departments provide here an order of magnitude for the compensatory reduction in cost-shifting of uncompensated care that is associated with the expansion of coverage of these regulations.  Three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, higher health care spending, and less ability to reduce utilization when they are uninsured.  These regulations are therefore unlikely to induce as much demand for health care as would be assumed for the uninsured population in general when coverage expands.  As such, extending insurance coverage to this group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  This conclusion is consistent with that of the Centers for Medicare & and Medicaid Services’ Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the extension of coverage to adult children) “would have only a relatively minor upward impact on national health spending.”[footnoteRef:97] The Departments therefore assume that the vast majority of the premium increases estimated in this regulatory impact analysis result from transfers from out-of-pocket or uncompensated care costs to covered costs, although we emphasize that there is considerable uncertainty surrounding this estimate.  [97:  CMS Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable Care Act” as Amended.] 


Second, on the basis of the economics literature on the subject,[footnoteRef:98] the Departments estimate that two-thirds of the previously uncovered costs would have been uncompensated care, of which 25 percent would have been passed on as higher premiums to the insured population.  Considering these proportions together suggests that, on average, the premium impacts described in this regulatory impact analysis would be roughly reduced by 15 to 20 percent. [98:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 


[EOP Economist approach: for discussion only.  The Departments estimated the fraction of uncompensated care that is passed-through to the private medical sector to arrive at an estimate of the reduction in the “hidden tax” passed on in the form of higher premiums to other Americans with private health insurance.  To calculate its magnitude, three assumptions were made.  First, the uninsured populations affected by these regulations tend to have worse health, greater needs for health care, less ability to reduce demand, and higher health care spending.  These regulations are unlikely to induce as much demand for health care as would be assumed for the uninsured population in general.  As such, it is assumed that half of the cost would have been uncompensated, although we emphasize that there is considerable uncertainty surrounding this estimate.  Second, a fraction of this uncompensated care is passed-through to the private medical sector and thus premiums.  On the basis of the economics literature on the subject,[footnoteRef:99] the estimates below assume that 25 percent of the added expenditures will be saved for consumers as premium reductions as a result of reduced uncompensated care costs passed on by insurers.  Third, applying these assumptions to the estimated number of people affected by the regulation and their average costs yields an estimate of the reduction in hidden tax passed on in the form of higher premiums to other Americans with private health insurance.  Combined, we estimate roughly $1 billion in premium savings due to uncompensated care reductions in 2013.] [99:  Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415.] 


c. Costs and Transfers

Premiums reflect both effects on health system costs as well as transfers in the payment of costs from one payer or group of individuals to another.  For example, as consumer protections expand coverage and/or reduce cost-sharing, the costs for services that people previously paid for out of pocket – often creating substantial burdens as described above – will be distributed over a wider insured population.  On the other hand, the cost-shifting that previously occurred onto the insured population when people could no longer pay for their out-of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for services, with corresponding benefits to health and productivity.  These costs and transfers together will generate a change in premiums.  As discussed previously, the populations affected by these interim final regulations tend to be in poorer health than the general uninsured population, leading to less induced demand when coverage expands. 

The Departments estimate that the premium effect of prohibiting pre-existing condition exclusions for children would be on average one percent or less in the individual market and negligible in the group market.  The provisions relating to annual and lifetime limits would have less than a one percent impact on premiums in the individual and group markets.  While the prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies do not, limiting the premium effect for this market.  The Departments could not estimate premium effects for the provisions in these interim final regulations relating to rescissions and patient protections.  

It is critical to note that these individual premium effects cannot be simply added to get a combined impact on premiums for several reasons.  The first relates to their simultaneous implementation.  Quantifying the precise and unique premium impact of policies that take effect at the same time is difficult.  Health insurers will consider the totality of the provisions in making decisions about coverage modifications, so that disentangling the effects of each provision is impossible.  This is especially so given the complex interactions among the policies.  For example, prohibiting rescissions and lifetime limits could mean that someone who would have had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous lifetime limit.  Under the current guaranteed renewability protections in the individual market, if a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that plan until age 26.    

This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans and issuers will consider the cumulative impact of these provisions when making decisions about whether or not to make other changes to their coverage that could affect their grandfather status.  It can be expected that the plans that are most affected by these provisions in terms of potential premium impact will likely be the most aggressive in taking steps to maintain grandfathered status, although, as described in that regulatory impact analysis, other factors affect plans’ decisions as well.  It is unlikely that plans will make this calculation multiple times for the multiple provisions that will take effect at the same time.  

Lastly, estimating these effects cumulatively compounds the errors of highly uncertain estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives created by these interim final regulations.  Data are also limited in many areas, including: the prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; prevalence and characteristics of rescissions; and take-up rates under different insurance scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” experiences and “average” plans.  Variability around the average increases substantially when multiple provisions are considered, since the number of provisions that affect each plan will vary (for example, a plan may already offer dependent coverage to age 26, meaning they will not be affected by that provision, but may have a lifetime limit of $1 million, meaning they will be affected by that provision).  Different plans also have different characteristics of enrollees, for example in terms of age or health status, meaning that provisions such as eliminating lifetime limits or providing free preventive services could affect them differently.  It is especially important to note the variation in insurance market reforms across states.  Only New York requires pure community rating, where costs get distributed across the entire insured pool.  Fractions of the cost will get distributed in other states depending on the degree of rating restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are summed across provisions. 



D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human Services



The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain requirements with respect to federal rules that are subject to the notice and comment requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) and that are likely to have a significant economic impact on a substantial number of small entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  These interim final regulations are exempt from APA, because the Departments made a good cause finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  Therefore, the RFA does not apply and the Departments are not required to either certify that the rule would not have a significant economic impact on a substantial number of small entities or conduct a regulatory flexibility analysis. 

Nevertheless, the Departments carefully considered the likely impact of the rule on small entities in connection with their assessment under Executive Order 12866.  Consistent with the policy of the RFA, the Departments encourage the public to submit comments that suggest alternative rules that accomplish the stated purposes of the Affordable Care Act and minimize the impact on small entities.



E.  Special Analyses—Department of the Treasury

Notwithstanding the determinations of the Department of Labor and Department of Health and Human Services, for purposes of the Department of the Treasury, it has been determined that this Treasury decision is not a significant regulatory action for purposes of Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been determined that section 553(b) of the APA dministrative Procedure Act (5 U.S.C. chapter 5) does not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses section in the preamble to the cross-referencing notice of proposed rulemaking published elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small Business Administration for comment on their impact on small businesses.



F.  Paperwork Reduction Act

1. Department of Labor and Department of Treasury 

As further discussed below, these interim final regulations contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are information collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 3506(c)(2)(A)).  Each of these requirements is discussed in detail below.

Currently, the Departments are soliciting 60 days of public comments concerning these disclosures.  The Departments have submitted a copy of these interim final regulations to OMB in accordance with 44 U.S.C. 3507(d) for review of the information collections. The Departments and OMB are particularly interested in comments that:

· Evaluate whether the collection of information is necessary for the proper performance of the functions of the agency, including whether the information will have practical utility;

· Evaluate the accuracy of the agency's estimate of the burden of the collection of information, including the validity of the methodology and assumptions used;

· Enhance the quality, utility, and clarity of the information to be collected; and 

· Minimize the burden of the collection of information on those who are to respond, including through the use of appropriate automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, for example, by permitting electronic submission of responses.

    Comments should be sent to the Office of Information and Regulatory Affairs, Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain).

a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:100] The Affordable Care Act dependent coverage enrollment notice is an information collection request (ICRs) subject to the PRA.   [100:  These interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit] 


The Departments estimate that approximately 29,000 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Departments estimate that of the approximately 139.6 million individuals in ERISA-covered plans,[footnoteRef:101] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:102]   [101:  The Departments’ estimate is based on the 2009 March Current Population Survey (CPS).]  [102:  The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 


	While limited data are available regarding lifetime limits, the Departments estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:103] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Departments are unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:104]  If these individuals incurred this amount every year, 29,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [103:  The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [104:  The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals would have to average $1 million in medical expenses per year to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  

	These interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.[footnoteRef:105]  On average, the Departments expect that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 160 hours with an equivalent cost of $19,000. [105:  While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).] 


	The Departments assume that insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate the specific information into the notice and mail the estimated 29,000 notices.  This results in an estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an equivalent cost of $82,000.

The associated cost burden of the rule results from material and mailing cost that are required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of approximately $14,000 to distribute the notices.  

Type of Review: New collection.

Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 

Title:  Notice of Special Enrollment Opportunity under the Patient Protection and Affordable Care Act Relating to Lifetime Limits.

OMB Number: 1210–NEW; 1545–NEW.

Affected Public: Business or other for-profit; not-for-profit institutions.

Total Respondents: 315.

Total Responses: 29,000.

Frequency of Response: One-time.

Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security Administration); 1,300 hours (Internal Revenue Service).

Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security Administration); $7,000 (Internal Revenue Service).

	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.

The Departments assume that rescissions are rare in the group market and that small group health plans are affected by rescissions. The Departments are not aware of a data source on the number of group plans whose policy is rescinded; therefore, the Departments assume that 100 group health plan policies are rescinded in a year.  The Departments estimate that there is an average of 16 participants in small, insured plans[footnoteRef:106].  Based on these numbers the Department estimates that approximately 1,600 policies are rescinded during a year, which would result in 1,600 notices being sent to affected participants. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the insurers of the 100 plans to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 50 hours with an equivalent cost of approximately $3,700. The Department estimates that the cost burden associated with distributing the notices will be approximately $800.[footnoteRef:107]   [106:  U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social and Economic Supplement and the 2008 Medical Expenditure Panel Survey. 
]  [107:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 


These paperwork burden estimates are summarized as follows:

Type of Review: New collection.

Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of the Treasury, 

Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 

OMB Number: 1210–NEW; 1545–NEW.

Affected Public: Business or other for-profit; not-for-profit institutions.

Total Respondents: 100.

Total Responses: 1,600.

Frequency of Response: Occasionally.

Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security Administration); 25 hours (Internal Revenue Service).

Estimated Total Annual Burden Cost: $400 (Employee Benefits Security Administration); $400 (Internal Revenue Service).

c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection Disclosure Requirement



	As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  The Affordable Care Act patient protection disclosure requirement is an information collection request (ICR) subject to the PRA. 

 	In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits.[footnoteRef:108]  The following estimates are based on the assumption that 22 percent of group health plans will not have grandfathered health plan status in 2011.  Because the interim final regulations provide model language for this purpose, the Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of an human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:109] Therefore, the Departments estimate that plans will incur a one-time hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure requirement in the first year. [108:  The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). [INSERT FEDERAL REGISTER CITE].]  [109:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).] 


The Departments assume that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Departments estimate that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).  

Plans that relinquish their grandfathered status in subsequent years also will become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  The Departments estimate a total hour burden of 62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 in 2013. 

	The Departments note that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.

	These paperwork burden estimates are summarized as follows: 

	Type of Review: New Collection

	Agencies: Employee Benefits Security Administration, Department of Labor; Internal Revenue Service, U.S. Department of Treasury.

	Title: Disclosure Requirement for Patient Protections under the Affordable Care Act.

	OMB Number: 1210-New; 1545-New

	Affected Public: Business or other for-profit; not-for-profit institutions.

	Total Respondents 262,000 (three year average).

	Total Responses: 6,186,000 (three year average).

      	Frequency of Response: 	One time

      	Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security Administration); 33,000 (Internal Revenue Service).

      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security Administration); $48,000 (Internal Revenue Service).



2. Department of Health and Human Services

As discussed above in the Department of Labor and Department of the Treasury PRA section, these interim final regulations contain an enrollment opportunity notice, rescissions notice, and patient protection disclosures requirement for issuers. These requirements are information collection requirements (ICRs) under the PRAaperwork Reduction Act. Each of these requirements is discussed in detail below.

	a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice Regarding Lifetime Limits.  

Section 45 CFR 147. 271126 of  these interim final regulations requires health insurance issuers offering individual health insurance coverage to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.[footnoteRef:110]  [110:  These interim final regulations require any individual enrolling in group health plan coverage pursuant to this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the individual must be offered all the benefit packages available to similarly situated individuals who did not lose coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit.] 


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upward bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals[footnoteRef:111] covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.[footnoteRef:112]  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,[footnoteRef:113] 63 percent of such individuals are covered by plans with lifetime limits.[footnoteRef:114]   [111:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [112:  The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17.]  [113:  The Department’s estimate is based on the 2009 March Current Population Survey (CPS).]  [114:  The Department’s estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12.] 


	While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,[footnoteRef:115] which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimates that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.[footnoteRef:116]  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year.  [115:  The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.]  [116:  The Department’s estimate is based on adjusted insurer claims and MEPS-HC expenditures.] 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  

	These interim final regulations require plans or issuers insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by issuers or third party administratorsinsurers) will be prepared by the estimated 630 health issuers insurers operating in the United States.[footnoteRef:117]  On average, the Department expects that one-half hour of a legal professional’s time, valued ats $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.	Comment by Author: Labor and Treasury may want to make some of the same changes made to HHS PRA section to their PRA sections.  [117:  While plans could prepare their own notice, the Department assumes that the notices will be prepared by service providers.  The Department has previously estimated that there are 630 health issuers (460 providing coverage in the group market, and 490 providing coverage in the individual market.) These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  .] 


	The Department assumes that plans and issuers insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimates that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.

The associated cost burden of these interim final regulations rule results from material and mailing costs to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to distribute the notices.  

Type of Review: New collection.

Agency: Department of Health and Human Services.

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to Lifetime Limits

OMB Number: 0938–NEW.

Affected Public: Business; State, Local, or Tribal Governments.

Respondents: 630.

Responses: 13,000.

Frequency of Response: One-time.

Estimated Total Annual Burden Hours: 1,300 hours.

	Estimated Total Annual Burden Cost: $6,500.

If you comment on this information collection and recordkeeping requirements, please do either of the following:  

	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 

	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,

	Attention:  CMS Desk Officer, 4140-IFC	

	Fax:  (202) 3956974; or 

	Email:  OIRA_submission@omb.eop.gov

	b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of Rescission. As discussed earlier in this preamble, PHS Act sSection 2712 and these interim final regulations prohibit group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group or individual health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.

This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that approximately 15.3 million individuals obtain coverage in the individual market during a year.  A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 time period.[footnoteRef:118]  Based on these numbers, the Department estimates that approximately 56,500 policies are rescinded during a year, which would result in 56,500 notices being sent to affected policyholders. The Department estimates that 15 minutes of a legal professional’s time at $119 per hour would be required by the estimated 490 issuers insurers in the individual market to prepare the notice and one minute per notice of clerical staff member’s professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department estimates that the cost burden associated with distributing the notices will be approximately $27,700.[footnoteRef:119]   [118:  NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf]  [119:  This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $.44 cent postage costs.
] 


These paperwork burden estimates are summarized as follows:

Type of Review: New collection.

Agency: Department of Health and Human Services.

Title:  Required Notice of Rescission of Coverage under the Patient Protection and Affordable Care Act Disclosures. 

OMB Number: 0938–NEW.

Affected Public: For Profit Business.

Respondents: 490

Responses: 56,5000.

Frequency of Response: Occasionally.

Estimated Total Annual Burden Hours: 1,100 hours.

	Estimated Total Annual Burden Cost: $27,700.



c. ICR related to Affordable Care Act  Patient Protections Disclosure



	As discussed above in the Department of Labor and Department of Treasury PRA section these interim final regulations contains a disclosure requirement for non-grandfathered plans or policies requiring the designation of a primary care provider physician or usually requiring a referral from a primary care provider physician before receiving care from a specialist.  These requirements are ICRs information collection requirements under the PRA.

	In order to satisfy these interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million participants policy holders of their plans’ policy in regards to designating a primary care provider physician and a provider for obstetrical or gynecological visits. An estimated 490 issuers insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician provider and a f provider for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.[footnoteRef:120] [120:  The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in the Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE]] 


	Because these interim final regulations provide model language for this purpose, the Department estimates that five minutes of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document, certificate or policy  and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. [footnoteRef:121]  Therefore, the Department estimates that plans and issuers insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement. [121:  EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index (June 2009, Bureau of Labor Statistics).] 


	The Department assumes that only printing and material costs are associated with the disclosure requirement, because these interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material costs will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). 

Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   	

	The Department notes that persons are not required to respond to, and generally are not subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control number.

	These paperwork burden estimates are summarized as follows:

	Type of Review: New collection.

	Agency: Department of Health and Human Services.

Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act.

	OMB Number: 0938–NEW.

	Affected Public: Business; State, Local, or Tribal Governments.

	Respondents: 10,600.

	Responses: 2,067,000.

	Frequency of Response: One-time.

	Estimated Total Annual Burden Hours: 2,700 hours.

	Estimated Total Annual Burden Cost: $32,000.

	If you comment on any of these information collection requirements, please do either of the following:  

	1.  Submit your comments electronically as specified in the ADDRESSES section of this proposed rule; or 

	2. Submit your comments to the Office of Information and Regulatory Affairs, Office of Management and Budget,

	Attention:  CMS Desk Officer, 4140-IFC	

	Fax:  (202) 3956974; or 

	Email:  OIRA_submission@omb.eop.gov



G.  Congressional Review Act

These regulations are subject to the Congressional Review Act provisions of the Small Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been transmitted to Congress and the Comptroller General for review. 



H.  Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to prepare several analytic statements before proposing any rules that may result in annual expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or the private sector. These interim final regulations are not subject to the Unfunded Mandates Reform Act because they are being issued as interim final regulations.  However, consistent with the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to be the least burdensome alternative for state, local and tribal governments, and the private sector, while achieving the objectives of the Affordable Care Act.



I.  Federalism Statement--Department of Labor and Department of Health and Human Services

Executive Order 13132 outlines fundamental principles of federalism, and requires the adherence to specific criteria by federal agencies in the process of their formulation and 

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among the various levels of government. Federal agencies promulgating regulations that have these federalism implications must consult with State and local officials, and describe the extent of their consultation and the nature of the concerns of State and local officials in the preamble to the regulation.

In the Departments’ view, these regulations have federalism implications, because they have direct effects on the States, the relationship between the national government and States, or on the distribution of power and responsibilities among various levels of government. However, in the Departments’ view, the federalism implications of these regulations are substantially mitigated because, with respect to health insurance issuers, the Departments expect that the majority of States will enact laws or take other appropriate action resulting in their meeting or exceeding the federal standards. 

In general, through section 514, ERISA supersedes State laws to the extent that they  relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, banking, or securities. While ERISA prohibits States from regulating a plan

as an insurance or investment company or bank, the preemption provisions of section 731 of ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in  connection with group health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may continue to apply State law requirements except to the extent that such requirements prevent the application of the Affordable Care Act requirements that are the subject of this rulemaking. State insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant latitude to impose requirements on health insurance issuers that are more restrictive than the federal law. 

In compliance with the requirement of Executive Order 13132 that agencies examine closely any policies that may have federalism implications or limit the policy making discretion of the States, the Departments have engaged in efforts to consult with and work cooperatively with affected State and local officials, including attending conferences of the National Association of Insurance Commissioners and consulting with State insurance officials on an individual basis. It is expected that the Departments will act in a similar fashion in enforcing the Affordable Care Act requirements.  Throughout the process of developing these regulations, to the extent feasible within the specific preemption provisions of HIPAA as it applies to the Affordable Care Act, the Departments have attempted to balance the States’ interests in regulating health insurance issuers, and Congress’ intent to provide uniform minimum protections to consumers in every State. By doing so, it is the Departments’ view that they have complied with the requirements of Executive Order 13132. 

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by the signatures affixed to these regulations, the Departments certify that the Employee Benefits Security Administration and the Centers for Medicare & Medicaid Services have complied with the requirements of Executive Order 13132 for the attached regulations in a meaningful and timely manner.







IV. Economic Impact and Paperwork Burden 

A.  Summary--Department of Labor and Department of Health and Human Services 

As stated earlier in this preamble, these interim final regulations implement PHS Act 

sections 2704 (prohibiting preexisting condition exclusions), 2711 (prohibiting lifetime and 

annual dollar limits on benefits), 2712 (rules regarding rescissions), 2716 (prohibiting 

discrimination in favor of highly compensated individuals), and 2719A (patient protections). 1  

These interim final regulations also provide guidance on the requirement to provide enrollment 

opportunities to individuals who reached a lifetime limit.  PHS Act section 2704 regarding pre-

existing condition exclusions generally is effective for plan years (in the individual market, 

policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, 

including applicants for enrollment, who are under 19 years of age, this section is effective for 

plan years beginning on or after September 23, 2010; or in the case of individual health 

insurance coverage, for policy years beginning on or after September 23, 2010.2    The rest of 

these provisions generally are effective for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of 

enactment of the Affordable Care Act. 

The Departments have crafted these regulations to secure the protections intended by 

Congress in the most economically efficient manner possible.  In accordance with OMB Circular 

A-4, they have quantified the benefits and costs where possible, and provided a qualitative 

discussion of some of the benefits and the costs that may stem from these regulations.   

                                                 
1 The Affordable Care Act PPACA adds Section 715 to the Employee Retirement Income Security Act (ERISA) and 
section 9815 to the Internal Revenue Code (the Code) to make the provisions of part A of title 27 of the PHS Act 
applicable to group health plans, and health insurance issuers providing health insurance coverage in connection 
with group health plans, under ERISA and the Code as if those provisions of the PHS Act were included in ERISA 
and the Code.   
2 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 

Obtained by Judicial Watch July 11, 2011 through FOIA 



B.  Executive Order 12866--Department of Labor and Department of Health and Human 

Services 

 Under Executive Order 12866 (58 FR 51735), “significant” regulatory actions are subject 

to review by the Office of Management and Budget (OMB).  Section 3(f) of the Executive Order 

defines a “significant regulatory action” as an action that is likely to result in a rule (1) having an 

annual effect on the economy of $100 million or more in any one year, or adversely and 

materially affecting a sector of the economy, productivity, competition, jobs, the environment, 

public health or safety, or State, local or tribal governments or communities (also referred to as 

“economically significant”); (2) creating a serious inconsistency or otherwise interfering with an 

action taken or planned by another agency; (3) materially altering the budgetary impacts of 

entitlement grants, user fees, or loan programs or the rights and obligations of recipients thereof; 

or (4) raising novel legal or policy issues arising out of legal mandates, the President's priorities, 

or the principles set forth in the Executive Order.  OMB has determined that this rule is 

significant within the meaning of section 3(f)(1) of the Executive Order, because it is likely to 

have an effect on the economy of $100 million in any one year. Accordingly, OMB has reviewed 

these rules pursuant to the Executive Order.  The Departments provide an assessment of the 

potential costs and benefits of each regulatory provision below, summarized in the following 

table. 

 

TABLE 1.--Accounting Table     
Benefits         

Obtained by Judicial Watch July 11, 2011 through FOIA 



Qualitative: These interim final regulations provide increased patient protections by  removing  lifetime limits,  
restricting  annual limits on essential benefits, prohibiting pre-existing condition exclusions for children under 19, 
increasing patients choice of and access to primary care physicians (including pediatricians for children) , 
allowing female patients to obtain obstetrical or gynecological care without prior authorization, requiring plans 
that provide emergency services to do so without any prior authorization (even if the emergency services are 
provided out of network) and without regard to whether the health care provider furnishing the emergency 
services is an in-network provider, and limiting the ability of issuers and plans to rescind coverage except in cases 
of fraud and intentional misrepresentation.  These patient protections are expected to provide financial protection 
to people most in need of care, will improve access to care, and should lead to improved  health outcomes and 
therefore improved workplace productivity. By expanding coverage, there will be less uncompensated care to shift 
onto insured populations. Moreover, expanded coverage options will reduce “job lock” which currently hampers 
mobility in the labor market and leads to lost wages.  

Costs  Estimate Year Dollar 
Discount 

Rate 
Period 

Covered 
Annualized Monetized ($millions/year) 4.9  2010 7% 2011-20133 

4.9  2010 3% 2011-2013 
        Monetized costs are due to a requirement to notify participants that exceeded their lifetime limit and were 
disenrolled from their plan or coverage of their right to re-enroll in the plan; a requirement that a group health plan 
or a health insurance issuer offering group health insurance coverage  must notify an affected individual 30 days 
before coverage may be rescinded; and a notice of a participant’s right to choose any available participating 
primary care provider or pediatrician as their primary care provider, and of increased protections for those 
participants seeking emergency services. 

Qualitative: To the extent these patient protections increase access to health care services, increased health care 
utilization and costs will result.    

Transfers         
Qualitative: These patient protections create a small transfer from those paying premiums in the group market to 
those obtaining the increased patient protections. To the extent there is risk pooling in the individual market, a 
similar transfer will occur. 

   

1. PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815T-

2704, 29 CFR 2590.715-2704, 45 CFR 147.2704108) 

a. Summary   

As discussed earlier in this preamble, section 1201 of the Affordable Care Act adds a new 

PHS Act section 2704, which amends the HIPAA4 rules relating to preexisting condition 

exclusions to provide that a group health plan and a health insurance issuer offering group or 

individual health insurance coverage may not impose any preexisting condition exclusion.  The 

                                                 
3 The Departments’ analysis extends to 2013.  The analysis does not attempt to estimate effects in 2014 and beyond 
because the extensive changes provided for by the Affordable Care Act in sources of coverage, rating rules, and the 
structure of insurance markets make it nearly impossible to isolate the effects of the provisions of these interim final 
regulations. 
4 HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).  
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HIPAA rules (in effect prior to the effective date of these amendments) apply only to group 

health plans and group health insurance coverage, and permit limited exclusions of coverage 

based on a preexisting condition under certain circumstances.  The Affordable Care Act and 

these interim final regulations prohibit any preexisting condition exclusions imposed by group 

health plans or group health insurance coverage and extend this protection to individual health 

insurance coverage.  This prohibition generally is effective with respect to plan years (in the 

individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are 

under 19 years of age, this prohibition becomes effective for plan years (in the individual market, 

policy years) beginning on or after September 23, 2010.    

Under the statute and these interim final regulations, a grandfathered health plan that is a 

group health plan or group health insurance coverage must comply with the prohibition against 

preexisting condition exclusions; however, a grandfathered health plan that is individual health 

insurance coverage is not required to comply with PHS Act section 2704. 

In this section, the Departments estimate the likely effects of these interim final 

regulations.  Beginning with the population of individuals age 0-18, the number of individuals 

potentially affected is estimated in several steps.  First, the number of children who have pre-

existing conditions that might cause them to be excluded from coverage is estimated.  Second, a 

range of take-up rates is used to estimate the number of children who might be newly covered 

after these interim final regulations are implemented.  In addition, the potential cost implications 

are discussed. 

b. Estimated Number of Affected Individuals   

In the individual market, those applying for insurance will no longer face exclusions or 

denials of coverage if they are under the age of 19.  In addition, children covered by non-
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grandfathered individual coverage with a rider or waiting period that excludes coverage for a 

pre-existing condition will gain coverage for that condition.  In the group market, participants 

and dependents who are under 19 years old and have experienced a lapse in coverage will no 

longer face up to a twelve-month exclusion for preexisting conditions. 

The Departments’ estimates in this section are based on the 2004-2006 Medical 

Expenditure Panel Survey Household Component (MEPS-HC) which was projected to 2010 and 

calibrated to be consistent with the National Health Accounts projections.  The analysis tabulated 

counts and costs for persons under age 19 by age, health status, and insurance status.   

There are two main categories of children who are most likely to be directly affected by 

this regulation: first, children who have a pre-existing condition and who are uninsured; second, 

children who are covered by individual insurance but with a rider excluding coverage for a pre-

existing condition, or in a period during which coverage for the pre-existing condition is 

excluded.  For the latter category, obtaining coverage for the pre-existing condition may require 

terminating the child’s existing policy and beginning a new one. 

It is difficult to estimate precisely how many uninsured children have a pre-existing 

condition that would cause them to be denied coverage for that condition if they were to apply.  

Information on whether individuals have a pre-existing condition for the purpose of obtaining 

health insurance is not collected in any major population-based survey.  In its annual survey on 

market practices, America’s Health Insurance Plans (AHIP) estimated that 429,464 applications 

for children were medically underwritten, and 20,747, or 4.8 percent, were denied.5  The survey 

does not measure the number of applicants who did not make it through an underwriting process, 

nor does it measure the applicants’ prior insurance status, and therefore, while useful, it does not 

                                                 
5 AHIP Center for Health Policy Research. Individual Health Insurance 2009.  
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf 
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provide direct estimates of the number or proportion of uninsured children who would be denied 

coverage based on a pre-existing condition.  Thus, the Departments use proxies for pre-existing 

conditions available in nationally representative surveys to estimate the universe of potentially 

eligible individuals.   

The Departments estimate that in 2010 there are approximately 78.0 million children 

under the age of 19 in the United States, of whom an estimated 19.4 million report ‘fair’ or 

‘poor’ health or take three or more prescription medications.  The Departments assume that these 

children have a pre-existing condition.  Whether or not the new policy is likely to affect these 

children depends on their own and their parents’ insurance status.  Of the 19.4 million children 

that potentially have a pre-existing condition, 10.2 million already have employer-sponsored 

insurance, 760,000 have individual coverage, and 7.9 million have public or other coverage, 

leaving 540,000 uninsured children with pre-existing conditions.6  The Departments assume that 

this group of 540,000 uninsured children with a pre-existing condition would be denied coverage 

for that condition or altogether if they were to apply.   

The likelihood that an uninsured child with a pre-existing condition will gain coverage 

due to these regulations will likely vary by the insurance status of the child’s parent.  As shown 

in Table 1.1, approximately one-half of the 5540,000 uninsured children who the Departments 

estimate have a pre-existing condition live with a parent who is also uninsured and is not offered 

employer-sponsored insurance (ESI).  An additional 190,000 have a parent who is covered by 

employer-sponsored insurance (ESI), and 60,000 children have a parent who was offered ESI but 

did not accept the offer (and the insurance status of the parent is unknown).    

Table 1.1 Estimated number of uninsured children with pre-existing conditions, by 
parent’s insurance status, 2010 

                                                 
6 These estimates are from the Departments’ analysis of the 2004-2006 Medical Expenditure Panel Survey, trended 
forward to 2010.   
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Parent's insurance status   

  
Number of 
children 

  
Parent has employer-sponsored 
insurance (ESI) 190,000
Parent offered ESI 60,000
Parent has individual market 
insurance  10,000
Parent does not have private 
insurance* 270,000
No parent 20,000
Total  5450,000

* Primarily parents who are uninsured, but also including a small number who have public 
coverage 

  

The group most likely to be affected by thiese interim final regulations is uninsured 

children whose parents have purchased non-group coverage, of whom there are an estimated 

10,000.  These parents have demonstrated a strong preference for coverage by being willing to 

pay for a non-group premium for themselves, but their child is uninsured.  Although the 

Departments cannot know with any certainty, it is quite plausible that the child is uninsured 

because the insurer refused to sell coverage to the child because of a pre-existing condition.  If an 

individual market insurance policy does not change substantially and retains its grandfathered 

status, the insurer is not required to add a child with a pre-existing condition.  However, if the 

parent terminates the existing policy and purchases a new policy (which is quite plausible given 

the high prevalence of churning in the individual insurance market), then the new policy will be 

required to cover the child, and a substantial proportion of these children could gain access to 

coverage due to these interim final regulations.7   

At the other extreme, roughly 190,000 uninsured children with a pre-existing condition 

have a parent with employer-sponsored insurance (ESI).  It is possible that these children are 

                                                 
7 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
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uninsured because their parents’ ESI does not offer dependent coverage.  It is also possible that 

the parent could not afford the employee portion of a family plan premium.  These interim final 

regulations are not likely to have much effect on coverage for children in these circumstances.  A 

very small subset of uninsured children whose parents have ESI would have had to be in a pre-

existing exclusion period before coverage is provided for services to treat that condition.  With 

these regulations, there would no longer be such a period, making coverage desirable.  Such 

children may be affected by this provision.   

Approximately 60,000 uninsured children with a pre-existing condition have parents who 

were offered ESI but did not accept that offer.  It also seems unlikely that these regulations will 

have much effect on that group, because almost all of those parents could have chosen to cover 

themselves, and potentially their child, through ESI in the absence of these regulations.   

In between these extremes are the approximately 270,000 uninsured children whose 

parents are themselves uninsured.  Many of these parents have low to moderate income, and 

many may not be able to afford insurance.8  However, some of these parents might purchase a 

policy for their child with a pre-existing condition if it were available to them.   

While it is relatively easy to hypothesize about the relationship between parental 

insurance status and the likelihood that a child will be newly covered, it is much more difficult to 

estimate with any precision the take-up rates for each parental coverage category.  

Acknowledging substantial uncertainty, based on the discussion above, the Departments’ mid-

range estimate is that 50% of uninsured children whose parents have individual coverage will be 

newly insured, 15% of uninsured children whose parents are uninsured will be newly insured, 

and that very few children whose parents have ESI, are offered ESI, or who do not live with a 

                                                 
8 Approximately two-thirds of the uninsured are in families with income below 200% of the Federal Poverty Level. 
Current Population Survey, March 2008.  
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parent will become covered as a result of these interim final regulations.9  For the high-end 

estimate, the Departments assume that the 50% and 15% assumptions increase to 75% and 20%, 

respectively.  For the low-end assumption, they assume that they decrease to 25% and 10%.     

As shown in Table 1.2, the Departments’ mid-range estimate is that 51,000 uninsured 

children with pre-existing conditions could gain coverage as a result of thiese interim final 

regulations.  At the low end of the range, this could be 31,000 and at the high end of the range, it 

could be 72,000.  Almost all of these children are expected to gain individual coverage, with 

only a small proportion gaining group coverage.10    

 

Table 1.2 Estimated number of uninsured children gaining coverage  

  

Gain 
Employer-
Sponsored 
Insurance

Gain 
Individual 

Market 
Insurance Total

High Take-Up 10,000 62,000 72,000

Medium Take-Up 6,000 45,000 51,000

Low take-Up 2,000 29,000 31,000
 

The other group of children who will be affected by these interim final regulations is 

children who already have non-group insurance coverage, but who are covered with a condition 

                                                 
9 We searched the literature in an attempt to provide guidance for the take-up rate assumptions made here.  There is 
a substantial literature on take-up rates among employees who are offered ESI, on take-up rates of public coverage 
among people eligible for Medicaid and CHIP, and some work on the purchasing behavior of people who are 
choosing between being uninsured and buying individual insurance (Aizer, 2006; Kronson, 2009; KFF, 2007; 
Bernard and Selden, 2006; Sommers and Krimmel, 2008).  This work shows that take-up rates are very high for 
workers who are offered employer-sponsored insurance, but that approximately 25% of people without employer-
sponsored insurance purchase individual coverage.  This literature can also be used to estimate the price-elasticity of 
demand, as has been used by the CBO in its estimates of the effects of the Affordable Care Act 
(http://www.cbo.gov/ftpdocs/87xx/doc8712/10-31-HealthInsurModel.pdf)  However, none of this work is very 
helpful in estimating the level of take-up the Departments should expect as parents are given the opportunity to 
purchase coverage for their children with pre-existing conditions.   In the absence of strong empirical guidance, the 
Departments consulted with a few experts, used our best judgment, and provide a wide range for our assumptions.  
10 For those parents who turned down an offer of ESI and whose insurance status is not known, the Departments 
assume that half of the children who take-up coverage join ESI, and half join a private insurance plan in the 
individual insurance market. 
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waiver that excludes coverage (or imposes a waiting period) for coverage of a pre-existing 

condition.  After the implementation of theise interim final regulations, children whose parents 

purchase individual coverage will not be subject to condition waivers.  The Departments estimate 

that there are 90,000 children covered by individual insurance with a condition waiver (or with a  

period during which coverage for a pre-existing condition is excluded).11  The individual market 

issuers who insure these estimated 90,000 children with a condition waiver may decide to remain 

grandfathered plans, and thus these children will not be directly affected by these regulations.  

However, the parents of those children could choose to switch from grandfathered plans to new 

plans that will not be grandfathered, although the premium that they pay for such coverage could 

increase.  Similarly, for those children currently covered but in a pre-existing condition waiting 

period, curtailing the waiting period would require the early termination of the current plan and 

purchase of a new plan on or after September 23rd. 

c. Benefits   

The benefits of PHS Act Ssection 2704 and these interim final regulations rules are 

expected to amply justify the costs.  These interim final regulations will expand and improve 

coverage for those under the age of 19 with preexisting conditions.  This will likely increase 

access to health care and health outcomes, and reduce family financial strain and “job- lock,” as 

described below.   

Numerous studies confirm that when children become insured, they are better able to 

access health care.  Uninsured children are six times more likely than insured children to lack a 

                                                 
11 The 2009 America’s Health Insurance Plans survey for individual coverage estimated that approximately 2.7% of 
children with individual coverage are covered with a condition waiver.  This 3% estimate was applied to the MEPS-
based estimate that there are approximately 3.3 million children covered by individual insurance. A separate analysis 
of MEPS by the Departments similarly found about 90,000 children with a pre-existing condition (defined as being 
in fair or poor health or taking three or more prescription medications) had a low actuarial value of coverage for 
their condition. 
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usual site of care.12  By contrast, one year after enrollment in health insurance, nearly every child 

in one study had a regular physician and the percentage of children who saw a dentist increased 

by approximately 25 percent.13  Insured children also experience fewer unmet needs and delays 

in care.  In one study, 37 percent of the children 15 to 19 years of age faced some unmet need or 

delayed physician care in the prior 6 months, whereas at 12 months after insurance enrollment, 

only 3.7% reported such delays or care deficiencies.14 

With regular access to health care, children’s health and well-being are likely to improve. 

When children are sick and without health insurance, they may, out of financial necessity, have 

to forgo treatment; insurance improves the likelihood that children get timely and appropriate 

health care services.15  Insured children are less likely to experience avoidable hospital stays than 

uninsured children16 and, when hospitalized, insured children are at less risk of dying.17  When 

children are insured, it not only improves their health status, but also confers corollary benefits. 

Children without health insurance may not be allowed to participate in as many physical 

activities as peers because parents are concerned about the financial impacts of unintentional 

injury.  One study determined that 12 percent of uninsured children had various activity 

restrictions (e.g., related to sports or biking).  However, almost all of these restrictions were 

removed once they gained insurance.18  Also, nd health insurance and access to care improve 

school attendance.  An evaluation of an initiative designed to connect children to Healthy Kids, 

                                                 
12 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
13 Ibid. 
14 Keane, Christopher et al. “The Impact of Children’s Health Insurance Program by Age.” Pediatrics 104:5 (1999), 
available at: http://pediatrics.aappublications.org/cgi/reprint/104/5/1051.  
15 Uninsured children are at least 70% more likely than insured children to not receive 
medical care for common childhood conditions like sore throats, ear infections, and asthma. Ibid. 
16 Ibid. 
17 Bernstein, Jill et al. “How Does Insurance Coverage Improve Health Outcomes?” Mathematica Policy Research  
(2010), available: http://www.mathematica-mpr.com/publications/PDFs/Health/Reformhealthcare_IB1.pdf 
18 “Children’s Health, Why Health Insurance Matters.” Kaiser Commission on Medicaid and the Uninsured, 
available at: http://www.kff.org/uninsured/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14132 
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an insurance program piloted in Santa Clara County, California for children in low-income 

families, found that the proportion of children missing three or more school days in the previous 

month decreased from 11 percent among non-enrollees to 5 percent after enrollment in the 

insurance program.19 

In addition to their benefits relating to access to care, health, and well-being of children, 

these interim final regulations ules are likely to lower families’ out of pocket health care 

spending.  Some families would face the possibility of paying high out-of-pocket expenses for 

health care for children under 19 who could not obtain insurance because of a preexisting 

condition.  Further, expanded insurance coverage should reduce the number of medical 

bankruptcies.20  In cases where medical expenses are substantial, families may no longer need to 

spend- down their assets in order to qualify for Medicaid and other public assistance programs.  

Approximately 34 states offer Medicaid eligibility to adults and children who spend-down to 

state-established medically needy income limits.21  Eight percent of Medicaid beneficiaries 

qualify via spend-down yet this group accounts for a disproportionately high percentage of 

Medicaid spending nationally (14%), due to the fact that coverage kicks in when individuals’ 

medical costs are high.22  Despite the fact that medically needy populations become eligible on 

account of onerous medical bills, this group is especially vulnerable to losing coverage because 

states are not required to cover this group. For example, in 2003, when Oklahoma eliminated its 

medically needy program due to a budget shortfall, an estimated 800 children lost coverage.23  

Such coverage interruptions likely contribute to higher rates of uncompensated care – the 

                                                 
19 Howell, Embry and Trenholm, Christopher “Santa Clara County Children’s Health  Initiative Improves Children’s 
Health.” Mathematica Policy Research and The Urban Institute  (2007), available at: http://www.mathematica-
mpr.com/publications/PDFs/CHIimproves.pdf 
20 http://content.healthaffairs.org/cgi/reprint/25/2/w93, http://content.healthaffairs.org/cgi/reprint/hlthaff.w5.63v1 
21 http://www.statehealthfacts.org/comparereport.jsp?rep=60&cat=4 
22 Page 4: http://www.kff.org/medicaid/loader.cfm?url=/commonspot/security/getfile.cfm&PageID=14325 
23 Page 4: http://www.nashp.org/sites/default/files/shpmonitor_medicallyneedy.pdf 
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primary source for which is federal funding.24  Reduced reliance on these programs under these 

interim final rules regulations will benefit families, state and federal governments and, by 

extension, taxpayers. 

In addition, these interim final regulations rules may reduce instances of “job- lock” -- 

situations in which workers are unable to change jobs due to concerns regarding health insurance 

coverage for their children.25  For example, under the Affordable Care Act and these interim 

final regulations, someone currently insured through the group market with less than 18 months 

of continuous coverage may be more willing to leave her job and become a self-employed 

entrepreneur if she has a child under age 19 with a preexisting condition, because her child now 

will be able to obtain immediate coverage for the preexisting condition in the individual market.  

Similarly, even a worker with more than 18 months of continuous coverage who is already 

protected by HIPAA may be more likely to consider switching firms and changing policies 

because he would not have to worry that his child’s preexisting condition would be excluded for 

up to 12 months.26  While the total reduction in job-lock may be small, the impact on those 

families with children with preexisting conditions may be significant.  The effect of these interim 

final regulations on job-lock is discussed further in the summary section below.  . 

 

                                                 
24 Page 4: http://www.kff.org/uninsured/upload/The-Cost-of-Care-for-the-Uninsured-What-Do-We-Spend-Who-
Pays-and-What-Would-Full-Coverage-Add-to-Medical-Spending.pdf 
25 A CEA report suggests that the overall cost of job-lock could be $3.7 billion annually, which is about 10 percent 
of affected workers wages.  While these interim final regulations rules may only have an impact on a small 
percentage of all individuals affected by job-lock it could still have a large dollar impact for those affected.   Council 
of Economic Advisors Report, The Economic Case for Health Reform (June 2009), at 
http://www.whitehouse.gov/assets/documents/CEA_Health_Care_Report.pdf.  
26 A 2006 study found no evidence that the introduction of HIPAA, which reduced preexisting condition exclusions, 
had any impact on job- lock, but HIPAA still allows a 12-month pre-existing condition exclusion, meaning that for 
conditions that need care someone could still effectively be uninsured for up to a year. In contrast, this provision 
would not allow any pre-existing condition exclusion.  See e.g., Paul Fronstin, Health Insurance Portability and Job 
Lock: Findings from the 1998 Health Confidence Survey, Employee Benefit Research Institute Notes, Volume 19, 
Number 8, pages 4-6 (Aug. 1998) and Anna Sanz-de-Galdeano, Job-Lock and Public Policy: Clinton’s Second 
Mandate, Industrial and Labor Relations Review, Volume 59, Number 3, pages 430-37 (Apr. 2006).  
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d. Costs and Transfers 

Children with pre-existing conditions have high health care costs – approximately three 

times the average for those without such conditions.27  Although children with pre-existing 

conditions have higher health care costs than healthier children, among children with pre-

existing conditions, those who are uninsured have expenditures that are somewhat lower than the 

average for all children with pre-existing conditions.  Therefore, it is expected that when 

uninsured children obtain coverage, there will be additional demand for and utilization of 

services.  There will also be a transfer from out-of-pocket spending to spending covered by 

insurance, which will partially be mitigated by a reduction in cost-shifting of uncompensated 

care to the insured population as coverage expands.     

As shown above, the Departments estimate that approximately 2,000 to 10,000 children 

whose parents have employment-sponsored insurance or an offer of ESI will be newly covered in 

the group market.  Because so few children are likely to be newly covered in the group market, 

the estimated costs and transfers are extremely small, on the order of hundredths of a percent.   

The Departments expect that theise interim final regulations will have a larger effect on 

the number of children covered in the individual market, resulting in new coverage for between 

29,000 and 62,000 children.  Medical expenses for these newly covered children are likely to be 

substantially greater than for the average child covered by individual insurance.  The 

Departments’ analysis also assumes that children with pre-existing conditions gaining insurance 

under this regulation will have greater health needs than the average uninsured child with a pre-

existing condition.  This assumption concerning adverse selection is common to most analyses of 

purchasing behavior in the individual insurance market.   

In the majority of states that do not require community rating, much of the additional cost 
                                                 
27 From the Departments’ analysis of MEPS data.   
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of care for newly-covered children with pre-existing conditions is likely to be borne by the 

parents who purchase coverage for their children.  Based on discussions with industry observers, 

it appears that even in the absence of community rating, it is rare for an insurer to charge more 

than twice the standard rate for someone in poor health.  The Departments’ analysis assumes that 

in non-community rated states that the parents of newly insured children will pay a premium that 

is equal to twice the standard rate, and that the remainder of the additional costs will be spread to 

other policy holders in the individual market in the form of increased premiums.28  However, 

with the new provision preventing denials of coverage for children with pre-existing conditions, 

rating practices in the insurance industry could certainly change, lending uncertainty to this 

estimate. In the approximately twenty states that require adjusted community rating or rating 

bands in the individual market, the Departments’ analysis assumes that all of the additional costs 

of newly covered children will be spread across policies in the individual market.29  Making 

these assumptions, the estimated increase in premiums is 1 percent or less in community rated 

states, and approximately one-half of one percent in states without community rating. 

Finally, for the estimated 90,000 children with existing individual coverage that excludes 

coverage for the a pre-existing condition or requires a waiting period before coverage for that 

condition begins, the Departments assume that many of these children will receive coverage for 

their condition(s).  Because their existing individual policies could be grandfathered, the parents 

of these children may need to purchase new policies in order to gain coverage for their children’s 

condition without a waiver.  Children in a pre-existing condition exclusion period in particular 

                                                 
28 The Departments assume that in non-community rated states that parents purchasing individual coverage for a 
child with a pre-existing condition will be charged a rate equal to 200% of the standard rate for a child, because it is 
rare for insurers to charge more than this amount, but it seems unlikely they will charge less.  To the extent that the 
estimated expenditures for newly covered children are above the premium that the Departments assume will be 
charged, the analysis assumes that the difference will be spread over all policies in the individual market.   
29 http://www.statehealthfacts.kff.org/comparetable.jsp?ind=354&cat=7 
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will need to terminate their current policy and purchase a new one in order to take advantage of 

the elimination of any pre-existing condition waiting period.  Of note, the Departments estimate 

that turnover in the individual market is between 40% and 70% per year. 30  In a few years, most 

children who would have been covered with a condition waiver in the absence of thiese interim 

final regulations are expected to be in new policies in any case. 

The Departments analyzed expenditures for the approximately 90,000 children who 

reported fair or poor health, or who were taking three or more prescription medications, and for 

whom insurance covered only a small portion of spending for one or more medical conditions.  

Total spending for these 90,000 children was not much different than spending for the children 

who did not appear to have a pre-existing condition waiver, although less of the spending was 

covered by private insurance, and more of it was paid for out-of-pocket or by other sources.31   

Similar to the expectations for newly covered children in the individual market, in states 

that require rating bands or some form of community rating, much of the additional cost for 

eliminating condition waivers will be spread across the insured population, while in states 

without rating restrictions, much of the additional costs will be borne by the parents who 

purchase the coverage.  However, the estimate that insured benefits per child will increase by a 

relatively modest amount suggests that even in states with community rating, the cost and 

transfer effects will be relatively small, at most a few tenths of one a percent over the next few 

years.   

                                                 
30 Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care 
Financing Organization Research Synthesis. May 2008. 
31 The Departments’ analysis used MEPS data to identify approximately 90,000 children with individual coverage 
for whom insurance coverage for one or more conditions was extremely low – averaging 10% of covered 
expenditures, compared to approximately 80% for other children.  The analysis assumes that these children were 
subject to a pre-existing condition waiver, and then assumes that when these waivers are eliminated, the 
expenditures that are not covered by insurance in the MEPS data will now be shifted to insurance.   
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In evaluating the impact of this provision, it is important to remember that the full effects 

of this provision cannot be estimated because of its interactions with other provisions in the 

Affordable Care Act that go into effect at the same time.  For example, under the current 

guaranteed renewability protections in the individual market, if a child with a pre-existing 

condition is now able to obtain coverage on a parental plan, he or she can potentially stay on that 

plan until age 26.  As another example, the Affordable Care Act will require non-grandfathered 

plans to provide recommended preventive services at no cost-sharing.  This will amplify the 

benefits of coverage for newly insured children with pre-existing conditions.  Therefore, the 

Departments cannot provide a more precise estimation of either the benefits or the costs and 

transfers of this provision. 

   

 

2. PHS Act Section 2711, No Lifetime or Annual Limits (26 CFR 54.9815-2711T, 29 CFR 

2590.715-2711, 45 CFR 147. 271126) 

a. Summary   

As discussed earlier in this preamble, section 2711 of the PHS Act, as added by the 

Affordable Care Act and these interim final regulations, generally prohibits group health plans 

and health insurance issuers offering group or individual health insurance coverage from 

imposing lifetime or annual limits on the dollar value of health benefits.  The statute also 

provides a special rule allowing “restricted annual limits” with respect to essential health benefits 

(as defined in section 1302(b) of the Affordable Care Act) for plan years beginning before 

January 1, 2014.  In addition, the statute specifies that a plan or issuer may impose annual or 
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lifetime per individual limits on specific covered benefits that are not essential health benefits to 

the extent that such limits are permitted under Federal or State law.   

For purposes of establishing a restricted annual limit on the dollar value of essential health 

benefits, the statute provides that in defining the term “restricted annual limit,” the Departments 

“ensure that access to needed services is made available with a minimal impact on premiums.”32  

Based on this Congressional directive, these interim final regulations allow annual limits of no 

less than $750,000 for a plan year beginning on or after September 23, 2010, but before 

September 23, 2011; $1.25 million for a plan year beginning on or after September 23, 2011, but 

before September 23, 2012; and $2 million for a plan year beginning on or after September 23, 

2012, but before January 1, 2014.  Beginning January 1, 2014, no annual limits may be placed on 

essential health benefits.   

The statute and these interim final regulations relating to the prohibition on lifetime limits 

generally apply to all group health plans and health insurance issuers offering group or individual 

health insurance coverage whether or not the plan qualifies as a grandfathered health plan, for 

plan years beginning on or after September 23, 2010.  The statute and these interim final 

regulations relating to the prohibition on annual limits, including the special rules for plan years 

beginning before January 1, 2014, generally apply to group health plans and group health 

insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered 

health plans that are individual health insurance coverage. 

b. Estimated Number of Affected Entities   

In 2009, the latest data available indicates that both the incidence and amount of lifetime 

limits vary by market and plan type (e.g., HMO, PPO, POS). Table 2.1 displays the prevalence 

                                                 
32 PHS Act section 2711(a)(2) as added by Section 1001(5) of the Affordable Care Act and amended by section 
10101(a) of such Act. 
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of lifetime limits for large employer, small employer and individual markets by plan type.  Sixty-

three percent of large employers had lifetime limits; 52 percent of small employers had lifetime 

limits and 89 percent of individual market plans had a lifetime limits.  HMO plans are the least 

likely to have a lifetime limit with only 37 percent of large employer HMO plans having a limit, 

16 percent of small employer HMO plans having a limit, and 23 percent of individual HMO 

plans having a limit.  The generosity of the limit also varies, with 45 percent of all large 

employer plans imposing a lifetime limit of $2,000,000 or more; 39 percent of small employers’ 

plans imposing a limit of $2,000,000 or more and 86 percent of individual market plans 

imposing a limit of 2,000,000 or more.  Note that small employers are more likely than large 

employers to offer HMOs that tend not to have lifetime limits, but when small businesses offer 

plans with lifetime limits, the maximum limit tends to be lower than those in large firms.33   

Table 2.1: Prevalence of Lifetime Limits 

Market Prevalence of Limit Number of 
Enrollees 

Large Group   

   

Under $1,000,000 1% 1,000,000 

$1,000,000 - 
$2,000,000 

18% 18,700,000 

$2,000,000 or higher 45% 46,600,000 

No Limit 37% 38,300,000 

Small Group   

Under $1,000,000 1% 500,000 

                                                 
33 Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health 
Research & Educational Trust, (September 2009).  
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$1,000,000 - 
$2,000,000 

12% 6,300,000 

$2,000,000 or higher 39% 20,500,000 

No Limit 48% 25,200,000 

   

Individual   

Under $1,000,000 2% 200,000 

$1,000,000 - 
$2,000,000 

1% 100,000 

$2,000,000 or higher 86% 8,400,000 

No Limit 11% 1,100,000 
Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum:  Exhibit 5.2 and 

Exhibit 13.12, respectively, Employer Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser 
Family Foundation and Health Research & Educational Trust, (September 2009).   

Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP 
Center for Policy Research Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, 
and Benefits 

 

There are scant data on annual limits on which to base this impact analysis. Table 2.2 

displays the prevalence of annual limits by market, plan type and amount of the limit.  Only 8 

percent of large employers, 14 percent of small employers and 19 percent of individual market 

policies impose an annual limit and thus would be directly impacted by thiese interim final 

regulationsrule.34  In the first year of implementation (beginning September 23, 2010), it is 

                                                 
34 There is limited survey data on annual total benefit limits.  The data utilized in these analyses are derived from 
data collected by Mercer’s Health and Benefits Research Unit for their 2005, 2008 and 2009 National Survey of 
Employer-Sponsored Health Plans.  For employer plans, the Mercer data provides prevalence information for PPOs 
and HMOs, and median annual limit levels for PPOs, split by small and large employer plans. In order to generate a 
plausible baseline of annual benefit maximums, broken by level of maximum, the reported percentages of employer 
plans that had annual maximums were spread into four intervals broken at $500k, $1 million, and $2 million. For 
PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using data from 
the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported 
median values for annual maximums. For annual benefit limits in individual coverage the relationship observed 
between AHIP’s reported lifetime benefit maximum levels and the KFF/HRET employer lifetime benefit maximums 
was used to generate corresponding distributions from the synthesized employer annual limits. 
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estimated that less than 0.08 percent (less than one tenth of one percent) of large employer plans, 

approximately 2.6 percent of small employer plans, and 2.3 percent of individual plans would 

have to raise their annual limit to $750,000.35  This first-year increase in annual limits would 

potentially affect an estimated 1,670,000 persons across the three markets.  The second year of 

the phase-in, beginning September 23, 2011, would affect additional plans and policies, requiring 

a cumulative 0.7 percent of large employer plans, 3.9 percent of small employer plans, and 5.3 

percent of individual policies to increase their annual limit to $1,250,000.   The second-year 

increase in annual limits would affect an estimated 3,278,250 persons across the three markets.  

The third and final phase-in period (starting on September 23, 2012) would affect a cumulative 

2.4 percent of large employer plans, 8.1 percent of small employer plans, and 14.3 percent of 

individual policies.  The third-year increase in annual limits would affect an estimated 8,104,500 

persons across the three markets. 

Table 2.2 Percent of plans employing annual limits in each market 

Annual Limit Large 
Employer 

Small 
Employer 

Individual 

Under $250,000 * 0.4% 0.4% 

$250,000 - 499,999 * 1.3% 1.2% 

$500,000 – 999,999 * 1.7% 1.6% 

$1,000,000 – 
1,999,999 

2.3% 5.5% 12.0% 

$2,000,000 plus 5.8% 5.5% 3.8% 

Total 8.2% 14.4% 19.0% 
* Less than 0.1% 
Source:The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 
2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer 

                                                                                                                                                             
 
35 These figures and the ones that follow in this paragraph are estimated from Tables 2.2 and 2.3 by assuming a 
uniform distribution within each cell. 
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data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by 
small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken 
by level of maximum, the reported percentages of employer plans that had annual maximums were spread into 
four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the 
dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the 
distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For 
annual benefit limits in individual coverage, the relationship observed between AHIP’s reported lifetime benefit 
maximum levels and the KFF/HRET eemployer lifetime benefit maximums was used to generate corresponding 
distributions from the synthesized employer annual limits 
 
 
Table 2.3 Number of persons subjected to annual limits in each market 

Annual 
Limit 

Large 
Employer 

Small 
Employer 

Individu
al 

Total 

Under 
$250,000 

15,00
0 

225,000 38,000 278,0
00 

$250,000 - 
499,999 

45,00
0 

675,000 115,000 835,0
00 

$500,000 – 
999,999 

60,00
0 

900,000 153,000 1,113
,000 

$1,000,000 – 
1,999,999 

2,389
,000 

2,869,00
0 

1,177,00
0 

6,435
,000 

$2,000,000 
plus 

6,041
,000 

2,869,00
0 

377,000 9,287
,000 

Total 8,550
,000 

7,538,00
0 

1,860,00
0 

17,94
8,000 

Source: The data are derived from data collected by Mercer’s Health and Benefits Research Unit for their 
2005, 2008 and 2009 National Survey of Employer-Sponsored Health Plans.  For employer plans, the Mercer 
data provides prevalence information for PPOs and HMOs, and median annual limit levels for PPOs, split by 
small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, broken 
by level of maximum, the reported percentages of employer plans that had annual maximums were spread into 
four intervals broken at $500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the 
dispersion observed in lifetime benefit maximums (using data from the KFF/HRET employer surveys), and the 
distribution was constrained to be consistent with the Mercer reported median values for annual maximums. For 
annual benefit limits in individual coverage, the relationship observed between AHIP’s reported lifetime benefit 
maximum levels and the KFF/HRET employer lifetime benefit maximums was used to generate corresponding 
distributions from the synthesized employer annual limits 
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It is important to note the rarity of individuals hitting annual and lifetime limits.  While 

such limits are relatively common in health insurance, the numbers of people expected to exceed 

either an annual or lifetime limit is quite low. The estimates provided in Table 2.4 provide a high 

and low range of the number of people who would hit such limits. Such a range is necessary 

because of the tremendous uncertainty around high-cost individuals. First, data are sparse, given 

that high-cost individuals lie at the tail of statistical cost distributions. The Departments 

attempted to extrapolate characteristics of the high-cost population who would be affected by 

these interim final regulations using several data sources. Second, data on per-capita cost is 

available on a year-by-year basis, and not on a lifetime basis. Assumptions were necessary to 

convert annual costs into lifetime costs, including considerations of how current spending could 

be related to future spending.36  

Considering these caveats, Table 2.4 indicates that raising the restriction of annual limits 

to $2 million by 2013 would extend additional coverage to 2,700 to 3,500 people per year.37  The 

elimination of lifetime limits would extend coverage to an estimated 18,650 to 20,400 people 

who would be expected to exceed a lifetime limit during a calendar year.  

 

Table 2.4 Percent and number of persons expected to exceed a lifetime or annual limit 

 Projected to ever exceed limit 

Current Lifetime Percentage Number 

                                                 
36 To estimate the conditional premium impact of moving a given plan with a given annual benefit maximum to a 
higher benefit maximum, the percentage change in estimated benefit rates (percent of medical spending that the plan 
pays for as benefits) based on simulated benefit payments for such coverages was used. The underlying assumed 
medical spending profile was drawn from MEPS-HC person level spending data, calibrated to National Health 
Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of 
Actuaries. The conditional premium increases were then applied to the fractions of plans in each of the three market 
segments by level of current annual limits to calculate the aggregate increase in premiums for the possible option. 
 
37 Numbers in this paragraph calculated from Table 2.4 may differ due to rounding. 
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Limit 

Under $1,000,000 0.03- 0.06% 550-1,050 

$1,000,000 to 
$1,999,999 0.02%   4,500-5,000 

$2,000,000 plus 0.02%   13,600-14,350  

   

Current Annual 
Limit 

  

Under $250,000 0.19-0.23% 550-650 

$250,000 to 
$499,999 

0.08-0.10% 650-850 

$500,000 to 
$999,000 

0.03-0.06% 350-700 

$1,000,000 to 
$1,999,999 

0.02% 1,150-1,300 

$2,000,000 or more  0.01-0.02% 750-1,750 

   
Source: Estimates of the expected percentage of the insured population who would exceed a limit are based on 
an analysis of the MEPS-HC expenditure data supplemental with adjusted insurer claims from the Society of 
Actuaries large claims database; http://www.soa.org/files/pdf/Large_Claims_Report.pdf. Numbers of people 
rounded to the nearest 50. 

 

c. Benefits   

Annual and lifetime limits exist in the individual, small group and large group health 

insurance markets.  These limits function as caps on how much an insurance company will spend 

on medical care for a given insured individual over the course of a year, or the individual’s 

lifetime.  Once a person reaches this limit or cap, the person is essentially uninsured: he or she 

must pay the remaining cost of medical care out- of- pocket.  These limits particularly affect 
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people with high-cost conditions,38 which are typically very serious; for example, one recent 

survey found that 10 percent of cancer patients reached the limit of what insurance would pay for 

treatment.39  The same survey also found that 25 percent of cancer patients or their family 

members used up all or most of their savings, 13 percent were contacted by a collection agency, 

and 11 percent said they were unable to pay for basic necessities like food and housing as a result 

of the financial cost of dealing with cancer.  By prohibiting lifetime limits and restricting annual 

limits, theise interim final regulations rule will help families and individuals experiencing 

financial burdens due to exceeding the benefit limits of their insurance policy.  By ensuring and 

continuing coverage, these this interim final regulations rule also reduces uncompensated care, 

which would otherwise increase premiums of the insured population through cost-shifting, as 

discussed in more detail in the summary section. 

These interim final regulations rule will also improve access to care.  Reaching a limit 

could interrupt needed treatment, leading to worsening of medical conditions.  Moreover, those 

with medical debt are more likely to skip a needed test or treatment, and less likely to fill a 

prescription or visit a doctor or clinic for a medical issue.40  The removal and restriction of 

benefit limits helps ensure continuity of care and the elimination of the extra costs that arise 

when an untreated or undertreated condition leads to the need for even more costly treatment, 

that could have been prevented if no loss of coverage had been experienced.  Lack of insurance 

coverage leads to additional mortality and lost workplace productivity, effects that would be 

                                                 
38 An April 2008 study by Milliman, “2008 U.S. Organ and Tissue transplant cost estimates”, found that the average 
one year billed charges related to a heart transplant averaged $787,000 while a liver transplant averaged $523,400.  
The lifetime costs for the treatment chronic disease such as of HIV infection have been well documented with one 
estimate of $618,000 (Med Care 2006;44: 990–997). 
39 See “National Survey of Households Affected by Cancer.” (2006) accessed at 
http://www.kff.org/kaiserpolls/upload/7591.pdf 
40 Seifert, Robert W., and Mark Rukavina. "Bankruptcy Is The Tip Of A Medical-Debt Iceberg." Health Affairs Web 
Exclusive (2006)  
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amplified for a sicker population such as those who would reach a benefit limit.41  By ensuring 

continuation of coverage, theseis regulationsinterim final regulations rule benefits the health and 

the economic well-being of enrollees. 

These interim final regulations rules are additionally beneficial to those without an 

alternative source of health coverage in the group health insurance market.  Under HIPAA rules, 

when an individual exceeds the limit and loses coverage, that individual had a special enrollment 

right.  If his or her plan offered multiple benefit packages or a spouse had access to employer-

sponsored coverage, the individual could enroll in the coverage, although it might lead to a 

change in providers and less generous coverage.  Those without an alternative option would lose 

coverage, and the history of high medical claims and presence of pre-existing medical conditions 

could make subsequent purchase of health insurance in the individual market unattainable.  

Under these interim final rules, people will no longer be treated differently depending on 

whether they have an alternative source of coverage. 

d. Costs and Transfers   

Extending health insurance coverage for individuals who would otherwise hit a lifetime 

or annual limit will increase the demand for and utilization of health care services, thereby 

generating additional costs to the system.  The three year phase-in of the elimination of annual 

limits and the immediate elimination of lifetime limits will increase the actuarial value of the 

insurance coverage for affected plans and policies if no other changes are made to the plan or 

policy.  Issuers and plans in the group market may choose to make changes to the plan or policy 

to maintain the pre-regulation actuarial value of the plan or policy, such as increasing 

copayments in some manner.  To the extent that higher premiums (or other plan or policy 

                                                 
41 See Institute of Medicine.(2003). Hidden Costs, Value Lost: Uninsurance in America. Washington, DC: National 
Academy Press; and Institute of Medicine. (2002). Care Without Coverage: Too Little, Too Late. Washington, DC: 
National Academy Press. 
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changes) are passed on to all employees, there will be an explicit transfer from workers who 

would not incur high medical costs to those who do incur high medical costs.  If, instead, if the 

employers do not pass on the higher costs of insurance coverage to their workers, this could 

result in lower profits or higher prices for employer’s’ goods or services.  Given the small 

numbers of people who exceed the benefit limits in the current group markets, the Departments 

anticipate such transfers to be minimal when spread across the insured population (at a premium 

increase of one-half of a percent or less for lifetime limits and one-tenth of a percent or less for 

annual limits), compared with the substantial benefit rendered to individual high-cost enrollees. 

However, as this discussion demonstrates, there is substantial uncertainty in data and in the 

anticipated plan changes to these is interim final regulationsrule, preventing more precise 

estimations of effects.   

 In the individual market, where policies are individually underwritten with no rating 

bands in the majority of states, the Departments expect the premium cost or other changes to be 

largely borne by the individual policyholders.  As discussed in the impact analysis for sSection 

2704, if costs exceed 200% of the standard rate, some of the additional costs could be spread 

across the insurance market. In the 20 states with modified community rating, issuers could 

spread the increased costs across the entire individual market, leading to a transfer from those 

who would not incur high medical costs to those who do incur such costs.  However, as with the 

group market, such a transfer is expected to be modest, given the small numbers of people who 

would exceed their benefit limit.  The Departments estimate that the transfer would be three-

quarters of one a percent or less for lifetime limits and one-tenth of one a percent or less for 

annual limits, under a situation of pure community rating where all the costs get spread across 

the insured population.  This impact does not apply to grandfathered individual market plans. 
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Also, given the wide variation in state insurance markets, a more precise estimation is not 

possible, and the premium impact would be even less in the majority of states that allow 

underwriting in the individual insurance market. 

 It is worth noting that the transfers discussed above will be mitigated by the associated 

expansion of coverage that these interim final rules regulations create.  The Departments expect 

that due to the gradual elimination of annual limits and the immediate elimination of lifetime 

limits, fewer people will be left without protection against high medical costs.  This will lead 

fewer individuals to spend- down resources and enroll in Medicaid or receive other State and 

locally funded medical support.  It can be anticipated that such an effect will be amplified due to 

the high-cost nature of people who exceed benefit limits. As a result, there will be a reduction in 

Medicaid, State and local funded health care coverage programs, as well as uncompensated care, 

all of which would otherwise raise taxes and/or premiums for the larger population.  

Unfortunately, data around these high-cost individuals is limited, preventing  quantification of 

these benefits at the present time. 

 Additional uncertainty prevents more precise estimation of the benefits and impacts of 

this provision. As discussed in the impact analysis for sSection 2704, there are interactive effects 

of the various provisions in this regulation which cannot be estimated. For example, prohibiting 

rescissions and lifetime limits could mean that someone who would have had a policy rescinded 

now maintains coverage, and also maintains coverage beyond a previous lifetime limit. 

Moreover, it is important to remember that the estimates presented here, by necessity, utilize 

“average” experiences and “average” plans.  Different plans have different characteristics of 

enrollees, for example in terms of age or health status, meaning that provisions such as 

eliminating lifetime or restricting annual limits could affect them differently. This also means 
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that average impacts of the various provisions in this regulation or others cannot simply be added 

to obtain a total impact, since a plan may be affected by one provision but not another. 

Moreover, plans and issuers will consider these impacts when making decisions about whether or 

not to make other changes to their coverage that could affect their grandfather status – a 

consideration that is pertinent in the case of restricted annual limits, which do not apply to the 

grandfathered individual market.  This further compounds any precise calculation of benefits and 

costs. 

 

e. Enrollment Opportunity 

These interim final regulations provide an enrollment (or, in the case of the individual 

market, reinstatement) opportunity for individuals who reached their lifetime limits in a group 

health plan or health insurance coverage and remain otherwise eligible for the coverage.  In the 

individual market, the reinstatement opportunity does not apply to individuals who reached their 

lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise 

is no longer in effect.  It would apply, however, to a family member who reached the lifetime 

limit in an individual health insurance family policy while other family members remain in 

coverage.  Such enrollment opportunity would generate a total hour burden of 3,800 hours and a 

cost burden of $21,000, as detailed in the Paperwork Reduction Act section.  

f. Alternatives 

Section 2711(a)(2) of the PHS Affordable Care Act requires the Departments to “ensure 

that access to needed services is made available with a minimal impact on premiums.”  

Accordingly, the Departments undertook an analysis of different restricted annual limit 

thresholds to study the issue, taking into consideration several factors: (1) the current use of 
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annual limits in the group and individual market; (2) the average premium impact of imposing 

different annual limits on the individual, small group, and large group markets; (3) the number of 

individuals who will continue to have annual medical expenses that exceed an annual limit; and 

(4) the possibility that a plan or issuer would switch to an annual limit when lifetime limits are 

prohibited.  In order to mitigate the potential for premium increases for all plans and policies, 

while at the same time ensuring access to essential health benefits, the Departments decided to 

adopt a three-year phased approach for restricted annual limits.   

As discussed above, it is important to note that it is difficult to predict exactly how plans 

and issuers will respond under these new regulations.  Annual or lifetime limits on benefits help 

control risk and costs, and the elimination of a lifetime limit or a possible increase in an annual 

limit may lead plans and issuers to alter benefit design (such as increasing cost-sharing), and/or 

raise premiums.  The Departments cannot determine which option or combination of options 

plans and issuers will choose.  Therefore, it is very difficult to measure the impact on premiums 

due to the elimination of lifetime limits and a maximum annual limit.  This uncertainty is 

compounded by the data uncertainties discussed in Section 2b. 

Given the above data limitations, the Departments modeled the impact on premiums of 

increasing the annual limits for plans that currently have annual limits, assuming that the only 

reaction to a required increase in annual limits would be an increase in premiums.  Because some 

plans may choose to offset the potential premium increase by increasing cost sharing, tightening 

the network of providers, or making other plan changes, the modeled premium impacts represent 

the high-end of the possible increases in premiums.   

The Departments modeled a range of options and ways to implement a restricted annual 

limit.  Two of the options considered were setting the annual restricted limit on essential benefits 
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at $1 million or at $2 million.  The higher the limit is set, the fewer the people that would exceed 

the limit and hit a gap in insurance coverage.  However, plans with current low limits could see 

increases in premiums.  One final issue to consider is that after January 1, 2014, all group plans 

and non-grandfathered individual policies will be required to remove annual limits.  A low 

annual limit until 2014 would offer less protection to those with medical expenses exceeding the 

limit, and could result in an increase in premiums in 2014 (although a variety of other changes 

that will be implemented in 2014 could be expected to result in lower premium increases in most 

states).  Therefore, a stepped approach allowing the restricted annual limit to be phased in over 

time was selected.   

Table 2.5 demonstrates premium impacts at different annual limit thresholds, and Table 

2.4 above demonstrates the numbers of people expected to exceed different annual limit 

thresholds.  The Departments chose to set the restricted annual limit relatively low in the first 

year, and to then increase the limit up to $2 million over the three-year period.  This phased 

approach was intended to ease any increases in premiums in any one year, particularly for plans 

with low initial annual limits, and to help group plans and non-grandfathered individual policies 

transition to no annual limits starting in 2014. With this approach, a threshold of $750,000 was 

associated with a 5.1 percent premium impact for plans with very low annual limits of $250,000, 

but it is anticipated that these plans only make up less than one-half of one percent of the market. 

On the other hand, raising the restricted annual limits to $2,000,000 under theise interim final 

regulations rule could be expected to help an estimated 2,700 to 3,500 people42 who would no 

longer exceed their annual limit, ensuring financial protection to those who have high medical 

claims.  Note that these interim final regulations also include a waiver for issuers or plans that 

assert that adhering to these limits will significantly reduce access or increase premiums.  While 
                                                 
42 Numbers calculated from Table 2.4 may differ due to rounding. 
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the impact of this policy is not quantified, it, too, is intended to mitigate any unintended 

consequences given the paucity of data on the incidence and prevalence of annual limits in the 

markets today.  

Table 2.5 Estimated premium impacts for a plan moving to a new annual limit 

C
urrent 
Limit New Limit 

  

Peo
ple Subject 
to Current 
Limit 

 

500k 
$75

0k 
$1 

million 
$1.5 

million 
$2 

million 

$2
50k 

278,
000 .7% 

5.1
% 

6.1
% 

6.2-
6.4% 

6.243-
6.6% 

$5
00k 

835,
000  

1.4
% 

2.3
% 

2.4-
2.6% 

2.4-
2.8% 

$7
50k 

1,11
3,000   

1.0
% 

1.0-
1.2% 

1.0-
1.5% 

$1 
million 

6,43
5,000    

0.1-
0.3% 

0.1-
0.5% 

$1
.5 million 

9,28
7,000        

0.04-
0.2% 

Source: Premium estimates are calculated based MEPS-HC supplemented with the Society of Actuaries 
Large Claim Database – To estimate the conditional premium impact of moving a given plan with a given 
annual benefit maximum to a higher benefit maximum, the percentage change in estimated benefit rates 
(percent of medical spending that the plan pays for as benefits) based on simulated benefit payments for 
such coverages was used. The underlying assumed medical spending profile was drawn from MEPS-HC 
person level spending data, calibrated to National Health Account levels, with the shape of the distribution 
modified based on high-cost claims data from the Society of Actuaries. The conditional premium increases 
were then applied to the fractions of plans in each of the three market segments by level of current annual 
limits to calculate the aggregate increase in premiums for the possible option.  For the low impact 
estimates, the distributions were then adjusted only for the expected marginal loading impact of using 
commercial reinsurance for many of the smaller carriers.  For the high impact estimates, the distributions 
were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once 
coverage of unlimited benefit levels was required.  The adjustments were set at levels that generated 
aggregate impacts that were conservative relative to estimates from PricewaterhouseCoopers’ March 2009 
study of lifetime limits for the National Hemophilia Foundation.  

                                                 
43 If a second decimal place were included, the lower end of the range in this column would be greater than the 
lower end of the range in the $1.5 million column.   
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3. PHS Act Section 2712, Rescissions (26 CFR 54.9815-2712T, 29 CFR 2590.715-2712, 45 CFR 

147. 27128). 

a. Summary  

As discussed earlier in this preamble, PHS Act Ssection 2712 and these interim final 

regulations generally prohibit group health plans and health insurance issuers that offer group or 

individual health insurance coverage generally from rescinding coverage under the plan, policy, 

certificate, or contract of insurance from the individual covered under the plan or coverage 

unless the individual (or a person seeking coverage on behalf of the individual) performs an act, 

practice, or omission that constitutes fraud, or unless the individual makes an intentional 

misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These 

interim final regulations provide that a group health plan, or a health insurance issuer offering 

group health insurance coverage, must provide at least 30 days advance notice to an individual 

before coverage may be rescinded.44  The notice must be provided regardless of whether the 

rescission is of group or individual coverage;, or whether, in the case of group coverage, the 

coverage is insured or self-insured, or the rescission applies to an entire group or only to an 

individual within the group.    

PHS Act Ssection 2712 and these interim final regulations create a statutory federal 

standard and enforcement power in the group and individual markets where it did not exist.  

[Prior to these rules, the Departments did not have authority to enforce law on rescission.   Prior 

to this provision taking effect, only varying court-made federal common law exists for ERISA 

plans.  State rules pertaining to rescission have been found to be preempted by ERISA by five 

                                                 
44 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
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circuit courts (5th, 6th, 7th, 9th and 11th as of 2008).  Each styled a remedy looking to State law, 

the majority of federal courts, or the Restatement of Contracts. According to a House Energy and 

Commerce Committee staff memorandum,45 rather than reviewing medical histories when 

applications are submitted, some insurers engage in “post-claims underwriting.”  Under this 

practice, if the policyholders become sick and file expensive claims, the insurance companies 

initiate investigations to scrutinize the details of the policyholder's’ application materials and 

medical records, and if discrepancies, omissions, or misrepresentations are found, the insurer 

rescinds the policies, returns the premiums, and refuses payment for medical services.  The 

Committee found some questionable practices in this area including insurance companies 

rescinding coverage even when discrepancies are unintentional or caused by others, for 

conditions that are unknown to policyholders, and for discrepancies unrelated to the medical 

conditions for which patients sought medical care.  According to the Committee, the current 

regulatory framework governing the individual insurance market in this area is a haphazard 

collection of inconsistent state and federal laws. Protections for consumers and enforcement 

actions by regulators vary depending on where individuals live. Because of these varying 

standards, many patients lack adequate protections against rescission, prompting the need for and 

benefits from this rule.    

When a coverage rescission occurs, an individual’s health insurance coverage is 

retroactively cancelled, which means that the insurance company is no longer responsible for 

medical care claims that they had previously accepted and paid.  Rescissions can result in 

significant financial hardship for affected individuals, because, in most cases, the individuals 

have accumulated significant medical expenses. 

                                                 
45 Terminations of Individual Health Insurance Policies by Insurance Companies, Hearing before the House Comm. 
On Energy and Commerce, Subcommittee On Oversight and Investigations, June 16, 2009 (supplemental 
memorandum), at: http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf. 
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b. Estimated Number of Affected Entities   

The Departments assume that these interim final regulations rules will have their largest 

impact on the individual insurance market, because group health coverage rarely is rescinded.46  

By creating a new Federal standard governing when policies can be rescinded, the Departments 

expect these interim final regulations rules to potentially affect the approximately 17 million 

non-elderly individual health insurance policy holders and their dependents in the individual 

health insurance market.47  In addition, approximately 490 health insurance issuers offering 

coverage in the individual health insurance market who currently could rescind health insurance 

coverage are expected to be affected.48  That said, the actual incidence of individuals who are 

subject to rescissions each year is likely to be small.  The NAIC Regulatory Framework Task 

Force collected data on 52 companies covering the period 2004-2008, and found that rescissions 

averaged 1.46 per thousand policies in force, or approximately 9,000 rescissions per year.49 

 c. Benefits   

 There are many benefits that flow from these this interim final rule regulations, which the 

Departments believe justify the costs. As noted, Executive Order 12866 requires consideration of 

“distributive impacts” and “equity.” To the extent that rescissions are arbitrary and revoke the 

insurance that enrollees paid for an expected policy to cover the cost of expensive illnesses and 

conditions, preventing rescissions would prevent inequity and greatly increase health and 

economic well-being.  Consumers would have greater confidence that purchasing insurance 

would be worthwhile, and policies would represent better value for money.  As discussed in 

Section 2c, it is also well-documented that lack of insurance leads to lost workplace productivity 

                                                 
46 This statement is supported by conversations with industry experts.   
47 2009 Current Population Survey. 
48 Estimates are from 2007 NAIC financial statements data and the California Department of Managed Healthcare 
(http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx). 
49 NAIC Rescission Data Call, December 17, 2009, p.1. 
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and additional mortality and morbidity.50  Thus, these rules would contribute to reducing the 

burden from lost productivity that arises from people being uncovered.  These effects would be 

especially large relative to the number of individuals affected given that the affected population 

tends to be much sicker on average. 

 Specifically, this provision also could protect against interruptions in care resulting from 

rescissions. People with high cost illnesses would have continued access to care throughout their 

illness, possibly avoiding more expensive and debilitating complications down the road.  Gaps in 

health insurance, even if brief, can have significant health and financial consequences.51  A 

survey from the Commonwealth Fund found that about three of five adults with any time 

uninsured said they had not received needed health care in the past year because of costs – more 

than two times the rate of adults who were insured all year.  Further, 44 percent of respondents 

who had experienced any coverage break during the prior year said they had failed to go to a 

doctor or clinic when they had a medical problem because of costs, compared with 15 percent of 

adults who did not experience such breaks.52  

 Thiese interim final regulations rule will also have substantial financial benefits for 

individuals who otherwise would have had their policies rescinded.  While there has been 

minimal documentation of financial losses associated with rescissions, anecdotal reports suggest 

severe financial hardships may result.  In one case, a woman faced more than $129,000 in 

medical bills and was forced to stop chemotherapy for several months after being dropped by an 

insurer.53  The maintenance of coverage through illness not only prevents financial hardship for 

                                                 
50 Hadley (2003);  
51 This point is discussed further in the summary section below.   
52 Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth  Fund  (2006), available 
http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf 
53 Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times 
(2008), available at: http://www.latimes.com/business/la-fi-insure23feb23,1,5039339.story.  
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the particular enrollee, but can also translate into lower premiums for the broader insured 

population by reducing cost-shifting from the costs of uncompensated care. 

  

d. Costs and Transfers   

The prohibition of rescissions except in cases of fraud or intentional misrepresentation of 

material fact could lead issuers insurers to spend more resources checking applications before 

issuing policies than they did before the Affordable Care Act, which would increase 

administrative costs. However, these costs could be partially offset by decreased costs associated 

with reduced post-claims underwriting under these interim final regulationsrule. Due to lack of 

data on the administrative costs of underwriting and post-claims underwriting, as well as lack of 

data on the full prevalence of rescissions, it is difficult for the Departments to quantify these 

costs. The new requirement for an advance notice prior to rescission of a policy imposes an hour 

burden of 1,100 hours and a cost burden of $67,000. These costs are discussed in more detail in 

the Paperwork Reduction Act section later in this preamble. 

To the extent that continuing coverage for these generally high-cost populations leads to 

additional demand for and utilization of health care services, there will be additional costs 

generated in the health care system.  However, given the low rate of rescissions (approximately 

0.15% of individual policies in force) and the relatively sick nature of people who have policies 

rescinded (who would have difficulty going without treatment), the Departments estimate that 

these additional costs would be small. 

Under this provision of the interim final regulations, a transfer likely will occur within 

the individual health insurance market from policyholders whose policies would not have been 

rescinded before the Affordable Care Act to some of those whose policies would have been 
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rescinded before the Affordable Care Act, depending on the market and the rules which apply to 

it.  This transfer could result from higher overall premiums insurers will charge to recoup their 

increased costs to cover the health care costs of very sick individuals whose policies previously 

could have been rescinded (the precise change in premiums depends on the competitive 

conditions in specific insurance markets).  However, rescissions are rare in group markets where 

such costs would be most likely to be transferred through premium increases.  In the individual 

market, the potential costs would likely be born by the individuals themselves unless they live in 

a state with regulations limiting rate increases based on health, as discussed further below.   

While the Departments are unable to estimate the impact of prohibiting rescissions except 

in cases of fraud or intentional misrepresentation with certainty, they expect it to be small.  Even 

the high rates of rescission acknowledged by some smaller insurers would still be expected to 

translate into only a small average impact across the individual health insurance market.  And 

since this small impact across the market would be primarily attributable to insurers paying 

benefits to persons with substantial medical expenditures, the transfer would be useful. 

The Departments assume for their analysis that the individuals covered by the rescinded 

policies are much sicker than average. Specifically, these individuals are assumed to have total 

spending in the top 10 percent of spending, which represents about 70 percent of total spending 

for the population as a whole, as estimated from the 2007 MEPS-HC person level medical 

expenditure distributions. If the overall NAIC rescission rate of 0.15 percent comes from this 

subset randomly, then they would account for 1 percent of claims. Depending on the percentage 

of rescissions that no longer occur as a result of thiese interim final regulationsrule, and other 

changes to the insurance market as detailed below, these claims would now have to be covered, 

representing a transfer of costs from the affected entities to the larger insured population.  
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Substantial uncertainty exists around the estimated transfer discussed above. First, it can 

be expected that since post-claims underwriting is limited by these interim final regulations, 

plans and issuers will expand their pre-claims underwriting practices, potentially leading to 

increased denials or pre-existing condition riders.54 This in turn would decrease the number of 

rescissions, but without expanding coverage or increasing claims paid. Second, as a result of 

expanded underwriting, plans and issuers could increase premiums for people with pre-existing 

conditions, given that the majority of states do not require modified or pure community rating. In 

this way, the costs of paying claims for a policy that can no longer be rescinded is largely paid by 

the individual who now maintains coverage. Finally, there is uncertainty concerning what 

proportion of the rescissions would be considered to result from intentional and material 

misrepresentation, and also uncertainty regarding the interaction of this provision with other 

provisions, such as the elimination of lifetime limits discussed in the impact analysis for section 

2711, or the prohibition of pre-existing condition exclusions for children – since new children 

will now be able to enroll in policies which also cannot be rescinded. As a result of this 

uncertainty, the Departments are unable to precisely estimate an overall or average premium 

impact from this provision, but given the prevalence of rescissions in the current market, the 

impact is estimated to be at most a few tenths of a percent. 

 

 

 
4.  PHS Act Section 2719A, Patient Protections (26 CFR XXX, 29 CFR XXX, 45 CFR 147.138) 

As discussed earlier in this preamble, Ssection 2719A of the PHS Act and these interim 

final regulations impose requirements to a group health plan, or group or individual health 

                                                 
54 These interim final regulations eliminate pre-existing condition riders for children, but such riders will continue to 
be allowed for adults until January 1, 2014.   
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insurance coverage, relating to the choice of health care professionals (primary care provider, 

pediatrician, and obstetrical and gynecological care).  They also impose requirements relating to 

benefits for emergency services.  The requirements relating to the choice of health care 

professional apply only with respect to a plan or health insurance coverage within a network of 

providers.55  However, all plans or health insurance coverage is subject to requirements relating 

to benefits for emergency services.  The cost, benefits, and transfers associated with each of 

these requirements are discussed separately below. 

These rules generally are effective for plan years (or, in the case of the individual market, 

policy years) beginning on or after September 23, 2010. 

 

A.  Choice of Health Care Professional 

1. Designation of Primary Care Provider 

a. Summary.   

The statute and these interim final regulations provide that if a group health plan, or a 

health insurance issuer offering group or individual health insurance coverage, requires or 

provides for designation by a participant, beneficiary, or enrollee of a participating primary care 

provider, then the plan or issuer must permit each participant, beneficiary, and enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.   

b. Estimated Number of Affected Entities.   

Choice or assignment to a primary care provider is typically required by health 

maintenance organizations (HMOs) and Point of Service plans (POS).  Recent data suggest that 

                                                 
55 Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely 
reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements 
relating to the choice of a health care professional.   
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there are 577 HMOs in the United States,56 accounting for more than 32.3 million enrollees,57 of 

whom about 40 percent have their primary care provider serve as a gatekeeper.58  Similar data 

does not exist for POS plans, although as a reference, about 10 percent of workers with 

employer-sponsored insurance are enrolled in POS plans.59 

Section 2719A of the PHS Affordable Care Act and these interim final regulations only 

apply to non-grandfathered plans.  However, due to the lack of data on HMO and POS enrollees 

by type of market, and the inability to predict new plans that may enter those markets, the 

Departments are unable to predict the number of enrollees and plans that would be affected by 

these provisions. Moreover, there are no data on the number of plans that auto-assign patients to 

primary care providers physicians and do not already allow patients to make the final provider 

choice, as this would be the population to benefit maximally from these interim final 

regulationsrule.  Anecdotal evidence suggests, however, that this number would be very small, 

and therefore the benefits and costs of this provision would be small as well, as discussed further 

below. 

c. Benefits.   

Provider choice allows patients to take into account factors they may value when 

choosing their provider, such as provider credentials, office hours and location, advice from 

                                                 
56 Kaiser Family Foundation, “Number of HMOs, July 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=347&cat=7&sub=85&yr=71&typ=1&sort=a Note that the 
number of HMOs also includes Medicaid and Medicare- only HMOs that are not covered by these interim final 
regulations. 
57 Departments’ estimates are based on the 2009 CPS and the 2008 Medical Expenditure Panel Survey. 
58 See Fang, Hai, et al., “Has the use of physician gatekeepers declined among HMOs? Evidence from the United 
States.”  International Journal of Health Care Finance and Economics 9:183–19 5 (2009).  
59 See Kaiser Employer Health Benefits Annual Survey, 2009, Exhibit 5.2 (“Distribution of Health Plan Enrollment 
for Covered Workers, by Firm Size, Region, and Industry, 2009”), available at 
http://ehbs.kff.org/pdf/2009/7936.pdf.  
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professionals, and information on the experience of other patients.60  Freedom of choice is an 

important value, particularly in this domain, even if it cannot easily be turned into monetary 

equivalents. Provider choice is a strong predictor of patient trust in their provider, which could 

lead to decreased likelihood of malpractice claims.61  As well, studies show that better patient-

provider trust results in improved medication adherence.62  Research literature suggests that 

better patient-provider relationships also increase health promotion and therapeutic effects.63 

Moreover, one study found that adults who identified having a primary care provider, rather than 

a specialist, as their regular source of care had 33 percent lower annual adjusted health care 

expenditures and lower adjusted mortality.64   

Studies have also found that patients who have long-term relationships with their health 

care providers tend to experience better quality health care.  Adults that have a usual provider 

and place are more likely to receive preventive care and screening services than those who do 

not.  For example, adults were 2.8 times more likely to receive a flu shot and women between the 

ages of 20-64 were 3.9 times more likely to receive a clinical breast exam if they had a usual 

provider and place of service.65   

Regular contact with primary care providers also can decrease emergency department 

visits and hospitalizations.  One study found that adolescents with the same regular source of 

                                                 
60 See Fanjiang, Gary, et al., “Providing Patients Web-based Data to Inform Physician Choice: If You Build It, Will 
They Come?.” Journal of General Internal Medicine 22.10 (2007).   
61 Balkrishnan, Rajesh, and Chu-Weininger, Ming Ying L., “Consumer Satisfaction with Primary Care Provider 
Choice and Associated Trust.” BMC Health Services Research 22.10 (2007). 
62 Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost 
Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts, Kathleen J., “Physician-Patient 
Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults 
Attending a Public Health Clinic.” AIDS Patient Care and STDs 16.1 (2002). 
63 Ibid.  See also DiMatteo, Robin M., et al.,  “Physicians' Characteristics Influence Patients' Adherence to Medical 
Treatment: Results From the Medical Outcomes Study.” Health Psychology 12.2 (1993), and Bazemore, Andrew, 
and Phillips, Robert, “Primary Care and Why it Matters for U.S. Health Reform.” Health Affairs 29.5 (2010).   
64 Franks, P., and K. Fiscella, “Primary Care Physicians and Specialists as Personal Physicians.  Health Care 
Expenditures and Mortality Experience.”  Journal of Family Practice 47 (1998). 
65 Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening 
Services.”  Journal of General Internal Medicine 23.9 (2008). 
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care were more likely to receive preventive care and less likely to seek care in an emergency 

room.66  Another study found that patients without a relationship with a regular physician were 

60 percent more likely to go to the emergency department with a non-urgent condition.67  

Patients that have a usual source of care tend to also have fewer hospital admissions.68   

d. Costs and Transfers.  Although difficult to estimate given the data limitations 

described above, the costs for this provision are likely to be minimal.  As previously noted, when 

enrollees like their providers, they are more likely to maintain appointments and comply with 

treatment, both of which could induce demand for services, but these services could then in turn 

reduce costs associated with treating more advanced conditions.  However, the number of 

affected entities from this provision is very small, leading to small additional costs. 

There will likely be negligible transfers due to this provision given no changes in 

coverage or cost-sharing. 

2. Designation of Pediatrician as Primary Care Provider 

a. Summary.   

If a plan or issuer requires or provides for the designation of a participating primary care 

provider for a child by a participant, beneficiary, or enrollee, the statute and these interim final 

regulations require a plan or issuer to permit the designation of a physician (allopathic or 

osteopathic) who specializes in pediatrics as the child's primary care provider if the provider 

participates in the network of the plan or issuer.   The general terms of the plan or health 

insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions 

with respect to coverage of pediatric care.   

                                                 
66 Macinko, James, et al., “Contribution of Primary Care to Health Systems and Health.”  Milbank Quarterly 83.3 
(2005). 
67 Burstin, “Nonurgent Emergency Department Visits: The Effect of Having a Regular Doctor.” 
68 Bazemore, “Primary Care and Why it Matters for U.S. Health Reform.”  
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b. Estimated Number of Affected Entities.   

Due to lack of data on enrollment in managed care organizations by age, as well as lack 

of data on HMO and POS enrollees by type of market, and the inability to predict new plans that 

may enter those markets, the Departments are unable to predict the number of enrollees and 

plans that would be affected by these provisions. As a reference, there are an estimated 11.8 

million individuals under age 19 with employer sponsored insurance who are in an HMO plan.69 

c.  Benefits.   

By expanding participating primary care provider options for children to include 

physicians who specialize in pediatrics, this provision could benefit individuals who are making 

decisions about care for their children.  As discussed in the previous section, research indicates 

that when doctors and patients have a strong, trusting relationship, patients often have improved 

medication adherence, health promotion, and other beneficial health outcomes.  Considering this 

research, this provision could lead to better, sustained patient-provider relationships and health 

outcomes. 

In addition, allowing enrollees to select a physician specializing in pediatrics as their 

children’s primary care provider could remove any referral-related delays for individuals in plans 

that require referrals to pediatricians and do not allow physicians specializing in pediatrics to 

serve as primary care providers.70  The American Academy of Pediatrics (AAP) strongly 

supports the idea that the choice of primary care clinicians for children should include 

pediatricians.71  SimilarlyRelatedly, at least two states have laws providing children immediate 

access to pediatricians.72  

                                                 
69 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
70 There is no data available to estimate the number of plans that fall into this category. 
71 See AAP Policy, “Guiding Principles for Managed Care Arrangements for the Health Care 
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Regular pediatric care, including care by physicians specializing in pediatrics, can 

improve child health outcomes and avert preventable health care costs.  For example, one study 

of Medicaid- enrolled children found that when children were up to date for age on their 

schedule of well-child visits, they were less likely to have an avoidable hospitalization at a later 

time.73  Likewise, if providers are able to proactively identify and monitor obesity in child 

patients, they may reduce the incidence of adult health conditions that can be expensive to treat; 

various studies have documented links between childhood obesity and diabetes, hypertension, 

and adult obesity.74  One recent study modeled that a one-percentage-point reduction in obesity 

among twelve-year-olds would save $260.4 million in total medical expenditures.75  

Giving enrollees in covered plans (that require the designation of a primary care 

provider) the ability to select a participating physician who specializes in pediatrics as the child’s 

primary care provider benefits individuals who would not otherwise have been given these 

choices.  Again, the extent of these benefits will depend on the number of enrollees with children 

that are covered by plans that do not allow the selection of a pediatrician as the primary care 

provider, which anecdotal evidence suggests would be small. 

d. d. Costs and Transfers.   

Although difficult to estimate given the data limitations described above, the costs for 

this provision are likely to be small. Giving enrollees a greater choice of primary care providers 

by allowing them to select participating physicians who specialize in pediatrics as their child’s 

                                                                                                                                                             
of Newborns, Infants, Children, Adolescents, and Young Adults,” available at 
http://aappolicy.aappublications.org/cgi/reprint/pediatrics;105/1/132.pdf.   
72 For example, Michigan and North Carolina mandate direct access to pediatricians as a part of patients’ rights 
requirements.  See Kaiser Family Foundation, “Patients' Rights: Direct Access to Providers, 2008,” available at 
http://www.statehealthfacts.kff.org/comparetable.jsp?ind=364&cat=7. 
73 Bye, “Effectiveness of Compliance with Pediatric Preventative Care Guidelines Among Medicaid Beneficiaries.” 
74 “Working Group Report on Future Research Directions in Childhood Obesity Prevention and Treatment.”  
National Heart Lung and Blood Institute, National Institute of Health, U.S. Department of Health and Human 
Services (2007), available at http://www.nhlbi.nih.gov/meetings/workshops/child-obesity/index.htm. 
75 Ibid. 
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primary care provider could lead to health care costs by increasing the take-up of primary care 

services, assuming they would not have utilized appropriate services as frequently if they had not 

been given this choice.   

Any transfers associated with thisthese  interim final regulations rule are expected to be 

minimal.  To the extent that pediatricians acting as primary care providers would receive higher 

payment rates for services provided than would other primary care physicians, there may be 

some transfer of wealth from policy holders of non- grandfathered group plans to those enrollees 

that choose the former providers.  However, the Departments do not believe that this is likely 

given the similarity in income for primary care providers that care for children.76 

3. Patient access to obstetrical and gynecological care 

a. Summary.   

The statute and these interim final regulations also impose requirements on a group 

health plan, or a health insurance issuer offering group or individual health insurance coverage, 

that provides coverage for obstetrical or gynecological care and requires the designation of an in-

network primary care provider.  Specifically, the plan or issuer may not require authorization or 

referral by the plan, issuer, or any person (including a primary care provider) for a female 

participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an 

in-network health care professional who specializes in obstetrics or gynecology.77  These plans 

and issuers must also treat the care and the ordering of obstetrical and gynecological items and 

services by a participating obstetrician-gynecologist (OB/GYN) as the authorization of the 

primary care provider.  A health care professional specializing in obstetrics or gynecology is 

                                                 
76 http://www.merritthawkins.com/pdf/2008-mha-survey-primary-care.pdf 
77 For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is 
licensed under applicable State law to provide obstetrical or gynecological care and is not limited to a physician. 
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defined as a person who is licensed under the applicable State law to provide obstetrical or 

gynecological care and is not limited to a physician.   

b. Estimated Number of Affected Entities.   

Requiring referrals or authorizations to OB/GYNs is typically required by health 

maintenance organizations (HMOs) and Point of Service plans (POS).  As a reference, according 

to the 2004 Kaiser Women’s Health Survey, 46 percent of women reported seeing an OB/GYN 

in the past year and 47 percent of women of reproductive age counted OB/GYNs among their 

routine health care providers.78  In 2006, there were 69.4 million visits to an OB/GYN according 

to the National Ambulatory Medical Care Survey conducted by the Centers for Disease Control 

and Prevention.79 Although more recent data is not available, a 1999 survey showed that 60 

percent of all OB/GYNs in plans requiring the designation of a primary care provider reported 

that their gynecologic patients were either limited or barred from seeing their OB/GYNs without 

first getting permission from another physician, and 28 percent reported that their pregnant 

patients needed permission before seeing an OB/GYN.80  Nearly 75 percent of surveyed 

OB/GYNs reported that their patients needed to return to their primary care physicians for 

permission before they could provide necessary follow-up care. 

Notably, beginning in 1994, due to both consumer demand and efforts to regulate 

managed care, many states passed direct access laws for OB/GYNs, allowing patients to seek 

care at an OB/GYN office without a referral from a primary care physician.  As of 2008, 36 

states plus the District of Columbia have laws that provide direct access to OB/GYNs.  However, 

14 states have not mandated direct access: Alaska, Arizona, Hawaii, Indiana, Iowa, Nebraska, 

                                                 
78 See Salganicoff, Alina, et al., “Women and Health Care: A National Profile.” Kaiser Family Foundation (2005).   
79 See Cherry, Donald K., et al., “National Ambulatory Medical Care Survey: 2006 Summary.”  National Health 
Statistics Reports (August 2008), Centers for Disease Control and Prevention, available at 
http://www.cdc.gov/nchs/data/nhsr/nhsr003.pdf.  
80 See American College of Obstetricians and Gynecologists/Princeton Survey Research Associates, 1999. 
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New Jersey, New Mexico, North Dakota, Oklahoma, South Dakota, Tennessee, Vermont, and 

Wyoming.81  This provision gives females direct access to OB/GYNs in covered plans in these 

states, who may otherwise not have had this direct access.  As well, because State law is pre-

empted by ERISA, women in self-insured plans did not previously receive this legal protection.  

In addition, these women will not need to get an authorization from their primary care provider 

for the care and ordering of obstetrical and gynecological items and services by their 

participating OB/GYN. 

The regulations under of Ssection 2719A apply to non-grandfathered plans.  However, 

due to the lack of data on HMO and POS enrollees by type of market, and the inability to predict 

new plans that may enter those markets, the Departments are unable to predict the number of 

enrollees and plans that would be affected by this provision. As a reference, there are an 

estimated 14.8 million females between ages 21 to 65 with employer sponsored insurance who 

are in HMO plans.82 

c. Benefits.   

This provision gives women in covered plans easier access to their OB/GYNs, where 

they can receive preventive services such as pelvic and breast exams, without the added time, 

expense, and inconvenience of needing permission first from their primary care providers.  

Moreover, this provision may also save time and reduce administrative burden since 

participating OB/GYNs do not need to get an authorization from a primary care provider for the 

care and ordering of obstetrical and gynecological items and services. To the extent that primary 

care providers spend less time seeing women who need a referral to an OB/GYN, access to 

                                                 
81 Kaiser Family Foundation, “Mandates Direct Access to OB/GYNs?,” available at 
http://www.statehealthfacts.kff.org/comparemaptable.jsp?ind=493&cat=10&sub=114 
82 U.S. Department of Labor/EBSA calculations using the March 2009 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
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primary care providers will be improved.  To the extent that the items and services are critical 

and would have been delayed while getting an authorization from the primary care provider, this 

provision could improve the treatment and health outcomes of female patients. 

Access to such care can have substantial benefits in women’s lives. About 42,000 

American women will die each year from breast cancer, and it is estimated that about 4,000 

additional lives would be saved each year just by increasing the percentage of women who 

receive recommended breast cancer screenings to 90 percent.83  As well, regular screening with 

Pap smears is the major reason for the 30-year decline in cervical cancer mortality.84 

To the extent that direct access to OB/GYN services results in increased utilization of 

recommended and appropriate care, this provision may result in benefits associated with 

improved health status for the women affected.  Potential cost savings also exist since women in 

affected plans will not need to visit their primary care provider in order to get a referral for 

routine obstetrical and gynecological care, items, and services, thereby reducing unnecessary 

time and administrative burden, and decreasing the number of office visits paid by her and by her 

health plan.   

4. Costs and Transfers.   

One potential area of additional costs with this provision would be induced demand, as 

women who no longer need a referral to see an OB/GYN may be more likely to receive 

preventive screenings and other care. Data is limited to provide an estimate of this induced 

demand, but the Departments believe it to be small. 

5. Transfers Associated with the Rule.   

                                                 
83 See National Commission on Prevention Priorities, “Preventive Care:  A National Profile on Use, Disparities, and 
Health Benefits.”  Partnership for Prevention, August 2007. 
84 See “Preventive Care:  A National Profile on Use, Disparities, and Health Benefits” at 26. 
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To the extent thiese interim final regulations rule results in a shift in services to higher 

cost providers, it would result in a transfer of wealth from enrollees in non grandfathered group 

plans to those individuals using the services affected.  However, such an effect is expected to be 

small. 

 

B.  Coverage of Emergency Services 

1. Summary.   

Section 2719A of the PHS Affordable Care Act and these interim final regulations 

provide that a non-grandfathered group health plan and a health insurance issuer that covers any 

emergency services administered in an emergency department of a hospital must cover 

emergency services without requiring prior authorization and without regard to whether the 

health care provider furnishing the services is a participating network provider with respect to the 

services.  Moreover, in situations where a plan participant or enrollee covered by a plan or health 

insurance coverage with a network of providers that provide benefits for emergency services 

receives such services from an “out-of-network” health care provider, the plans or issuer may not 

impose any administrative requirements or limitations on benefits for out-of-network services 

that are more restrictive than the requirements or limitations applicable to in-network emergency 

services.   

Finally, these interim final regulations provide that cost-sharing requirements expressed 

as a copayment amount or coinsurance rate imposed for out-of-network emergency services 

cannot exceed the cost-sharing requirements that would be imposed if the services were provided 

in-network. These regulations also require that a plan or health insurance issuer pay for out-of-
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network emergency services the greater of the median in-network rate, the usual and customary 

rate, or the Medicare rate.  

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under Emergency Medical 

Treatment and Active Labor Act (EMTALA), section 1867 of the Social Security Act.  There 

are, however, some variances from the EMTALA definitions.  For example, emergency medical 

condition is defined in terms of what a prudent layperson might expect to happen if immediate 

medical attention is not sought.   

 2. Estimated Number of Affected Entities 

Thiese interim final regulations rule will directly affect out-of-pocket expenditures for 

individuals enrolled in non grandfathered private health insurance plans (group or individual) 

whose copayment or coinsurance arrangements for emergency services differ between in 

network and out of network providers.  These interim final regulations rule may also require 

some health plans to make higher payments to out of network providers than are made under 

their current contractual arrangements.  There are no available data, however, that allow for 

national estimates of the number of plans (or number of enrollees in plans) that have different 

payment arrangements for out of network than in-network providers, or differences between in 

and out of network copayment and coinsurance arrangements, in order to more precisely estimate 

the number of enrollees affected. 

The Departments conducted an informal survey of benefits plans for large insurers in 

order to assess the landscape with regard to copayment and coinsurance for emergency 

department services, but found that a variety of arrangements currently exist in the marketplace.  
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Many of the large insurers maintained identical co-payment and/or coinsurance arrangements 

between in and out of network providers.  Others have differing arrangements based on 

copayments, coinsurance rates, or a combination of the two.  While useful for examining the 

types of arrangements that exist in the market place, these data do not contain enrollment 

information and therefore cannot be used to make impact estimates. 

 Although these data do not permit quantitative estimates of plans or persons affected, 

other data can be illustrative of overall magnitudes for emergency services.  For a point of 

reference, in 2005, 115.3 million visits were made to hospital emergency departments.  Of these, 

39.9 percent were made by individuals with private insurance.  This represents approximately 

46.0 million visits, at approximately 1.7 visits per insured person that utilized emergency 

department services, or 27.4 million people.85 While data on rates of out-of-network ER 

encounters is sparse, the Blue Cross Blue Shield (BCBS) Association reports that nationally 

about 8 percent of its emergency room visits are sought out-of-network.86  Given the breadth of 

the Blue Cross networks, it is reasonable to assume that 8 percent to 16 percent of ER visits are 

out-of-network each year, since a plan with a smaller provider network will be more likely to 

have out-of-network use by enrollees.  If each individual was equally likely to utilize out of 

network services, a maximum of 2.1 to 4.2 million individuals would be potentially affected by 

differing out of pocket requirements.  Based on the informal survey, some proportion, possibly a 

large portion, of these individuals are covered by plans that have identical in and out of network 

requirements.  Therefore, the number of individuals affected by this regulatory provision would 

be smaller.  

                                                 
85 Vital and Health Statistics, Advanced Data No. 386, June 29, 2007   
86 BCBS, however, reports its rates vary considerably by state, with 11 states having double digit rates ranging from 
10 percent to a high of 41 percent.  Moreover, because BCBS has reciprocity between many state Blue Cross Blue 
Shield plans, its statistics for out of network emergency services utilization should be considered a conservative 
estimate of the proportion of ER services that insured individuals receive out-of-network. 
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3. Benefits 

Issuers Insurers maintain differing copayment and coinsurance arrangements between in 

and out of network providers as a cost containment mechanism.  Implementing reduced cost 

sharing for the use of in network providers provides a financial incentive for enrollees to use 

these providers, with whom plans often have lower-cost contractual arrangements.  In emergency 

situations, however, the choice of an in network provider may not be available – for example, 

when a patient is some distance from his or her local provider networks or when an ambulance 

transports a patient to the nearest hospital which may not have contractual arrangements with the 

patientperson’s insurer.  In these situations, the differing copayment or coinsurance arrangements 

could place a substantial financial burden on the patient. Thiese interim final regulations rule 

would eliminate this disparity in out of pocket burden for enrollees, leading to potentially 

substantial financial benefit. 

These interim final regulations rule also provides for potentially higher payments to out-

of-network providers, if usual customary rates or Medicare rates are higher than median in-

network rates.  This could have a direct economic benefit to patients, as the remaining 

differential between provider charge and plan payment will be smaller, leading to a smaller 

balance-bill for patients.   

 To the extent that expectations about such financial burden with out-of-network 

emergency department usage would cause individuals to delay or avoid seeking necessary 

medical treatment when they cannot access a network provider, this provision may result in more 

timely use of necessary medical care.  It may therefore result in health and economic benefits 

associated with improved health status; and fewer complications and hospitalizations due to 
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delayed and possibly reduced mortality.  The Departments expect that this effect would be small, 

however, because insured individuals are less likely to delay care in emergency situations.  

4. Costs and Transfers 

The economic costs associated with the emergency department provisions are likely to be 

minimal  These costs would occur to the extent that any lower cost-sharing would induce new 

utilization of out of network emergency services.  Given the nature of these services as 

emergency services, this effect is likely to be small for insured individuals.  In addition, induced 

demand for services in truly emergent situations can result in health care cost savings and 

population health improvements due to the timely treatment of conditions that could otherwise 

rapidly worsen. 

The emergency department provisions are likely to result in some transfers from the 

general membership of non grandfathered group policies that have differing copayment and 

coinsurance arrangements to those policy holders that use the out of network emergency 

services.  The transfers could occur through two avenues.  First, if there is reduced cost-sharing 

for out of network emergency services, then plans must pay more when enrollees use those 

services.  Out-of-pocket costs for the enrollees using out of network services will decrease, while 

plan costs will get spread across the insured market.  Second, if the provision results in plans 

paying higher rates than they currently do for out-of-network providers, then those costs will get 

spread across the insured market while the individual enrollees using out-of-network care would 

potentially get a smaller balance bill.  For all of the data issues described above, the precise 

amount of the transfer which would occur through an increase in premiums for these group plans 

is impossible to quantify with any precision, but it is likely to be less than one-tenth of one 

percent of premium, and only applies to non-grandfathered plans.     
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C. Application to grandfathered health plans.   

As discussed above, the statute and these interim final regulations relating to certain 

patient protections do not apply to grandfathered health plans.  However, other Federal or State 

laws related to these patient protections may apply regardless of grandfather status. 

 

D.  Patient Protection Disclosure Requirement 

The Departments believe that it is important that individuals enrolled in a plan or health 

insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician 

when a plan or issuer requires participants or subscribers to designate a primary care physician; 

or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these 

interim final regulations require such plans and issuers to provide a clear, salient, and explicit 

notice to participants (in the individual market, primary subscribers) of these rights when 

applicable.  Model language is provided in these interim final regulations.  The notice must be 

provided whenever the plan or issuer provides a participant with a summary plan description or 

other similar description of benefits under the plan or health insurance coverage, or in the 

individual market, provides a primary subscriber with a policy, certificate, or contract of health 

insurance. 

The Departments estimate that the cost to plans and insurance issuers to prepare and 

distribute the disclosure is $XX in 2011.  For a discussion of the Patient Protection Disclosure 

Requirement, see the Paperwork Reduction Act section later in this preamble. 
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5. Combined Effects of the Insurance Market Reforms 

a. Summary  

The Affordable Care Act includes a number of provisions that are effective for plan years 

(or in the case of individual health insurance coverage, for policy years) beginning on or after 

September 23, 2010.  These interim final regulations include four of those provisions whose 

purpose is to improve consumer protections.  Two additional provisions – the extension of 

dependent coverage to adult children and the rules defining a grandfather plan – were the subject 

of previously published interim final regulations.  Additional provisions – relating to coverage of 

preventive services (Section 2713) and external appeals (Section 2719) – will be subject to 

interim final regulations in the future.   

This set of regulations is distinct from the others in that its primary beneficiaries are 

people who generally already have some type of illness, injury or disability.  The provision 

prohibiting pre-existing condition exclusions for children could help 31,000 to 72,000 uninsured 

children gain insurance, and another 90,000 children who have insurance with benefit carve-outs 

or waiting periods.  The policy on restricted annual limits could help the roughly 2,700 to 3,500 

people who hit these limits today; the prohibition on lifetime limits could help 18,650 to 20,400 

who would be expected to have costs that exceed a limit over their lifespan.  While precise data 

on the number of rescissions is limited, the rescissions policy could prevent a number of people 

with high health care costs from having their coverage revoked.  A report by the House 

Committee on Oversight and Government Reform87 found an average of around 4,000 

rescissions per year between 2003 and 2007 for several major private insurers, with a combined 

                                                 
87 Waxman, H.A. and J. Barton. “Supplemental Information Regarding the Individual Health Insurance Market.” 
June 16, 2009. http://energycommerce.house.gov/Press_111/20090616/rescission_supplemental.pdf.  
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national market share of approximately 35 percent.88 A plausible estimate for the number of 

rescissions nationwide in a given year is thus approximately 11,400.89 And one of the patient 

protections, access to emergency care from out-of-network providers, limits the out-of-pocket 

spending for individuals with some acute health care need.  While the estimates on the number of 

people affected by these policies may be small, a much larger number of Americans are at risk of 

hitting one of these barriers to insurance coverage and will gain indirect benefits of the 

legislation.  This section describes the potential combined benefits, costs, and transfers of these 

provisions.   

 b. Benefits 

These interim final regulations could generate significant economic and social welfare 

benefits to consumers.  This would take the form of reductions in mortality and morbidity, a 

reduction in medical expenditure risk, an increase in worker productivity, and a decrease the 

cross-subsidy in premiums to offset uncompensated care, sometimes referred to as the “hidden 

tax.”  Each of these effects is described below.  It should be noted that the benefits described are 

substantially greater in each of these areas once the full Accountable Care Act is implemented. 

A first type of benefit is reductions in mortality and morbidity.  A growing body of 

empirical evidence shows that lives can be saved by either spending more on at-risk individuals 

or by expanding health insurance coverage.90  A widely cited report by the Institute of Medicine 

(IOM),91 and a subsequent update by the Urban Institute92 build on these type of estimates to 

                                                 
88 Austin, D.A., and T.L. Hungerford. “The Market Structure of the Health Insurance Industry.” Congressional 
Research Service, November 17, 2009. Table 1, p. 10. http://www.fas.org/sgp/crs/misc/R40834.pdf.  
89 Note that this figure may be a substantial underestimate as insurers did not fully report information on all of their 
subsidiaries in the aforementioned investigation, and may be a substantial overestimate as the investigation focused 
on the individual market, where rescissions may be more common. 
90 See, for example, Almond, Doyle, Kowalski, Williams (2010), Doyle (2005), and Currie and Gruber (1996).  
91 Institute of Medicine. Care Without Coverage: Too Little, Too Late. Washington, DC: National Academy Press, 
2002. http://books.nap.edu/openbook.php?record_id=10367&page=R1.  
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calculate excess deaths resulting from uninsurance. Based on extensive analysis of studies of 

mortality, the IOM estimates a 25 percent higher overall mortality risk for uninsured adults.  

These regulations – including but not limited to prohibiting pre-existing condition exclusions for 

children – will expand access to currently uninsured individuals.  These newly insured 

populations will likely achieve both mortality and meaningful morbidity reductions from the 

regulations, especially those populations who face rescissions, restricted annual or lifetime 

limits, or pre-existing conditions exclusions, since they are disproportionately less healthy and 

benefit even more from receiving insurance coverage than uninsured individuals in general.   

 A second type of benefit from the cumulative effects of these interim final regulations is 

a reduction in medical risk.  A central goal of health insurance is to protect individuals against 

catastrophic financial hardship that would come with a debilitating medical condition.  By 

pooling expenses across healthy and sick individuals, insurance can substantially improve the 

economic well-being of the sick while imposing modest costs on the healthy.  This insurance is 

valuable, and economic theory suggests that the gains to the sick from a properly implemented 

insurance system far exceed the costs to healthy individuals.  A recent paper shows that the 

benefits from this reduction in exposure to financial risks would be sufficient to cover almost 

two-fifths of insurance costs.93  Previous research also suggests that protecting patients who have 

very high medical costs or low financial assets is likely to have even larger benefits.  Indeed, 

research indicates that approximately half of the more than 500,000 personal bankruptcies in the 

U.S. in 2007 were to some extent contributed to by very high medical expenses.94  Exclusions 

                                                                                                                                                             
92 Dorn, Stan. “Uninsured and Dying Because of It: Updating the Institute of Medicine Analysis on the Impact of 
Uninsurance on Mortality.” Urban Institute, January 2008. 
 http://www.urban.org/UploadedPDF/411588_uninsured_dying.pdf.   
93 Amy Finkelstein and Robin McKnight.  “What Did Medicare Do? The Initial Impact of Medicare on Mortality 
and Out of Pocket Medical Spending.”  2008. Journal of Public Economics 92: 1644-1669. 
94 David Himmelstein et al, 2009. 
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from health insurance coverage based on pre-existing conditions expose the uninsured to the 

aforementioned financial risks.  Rescissions of coverage and binding annual or lifetime limits on 

benefits increase the chance that medical expenditures will go uncompensated, exposing 

individuals to the financial risks associated with illness. Regulations that prevent these practices 

thus reduce the uncertainty and hardship associated with these financial risks.  Moreover, 

because they secure coverage for individuals with high probabilities of incurring extensive 

medical expenses, regulations that guard against rescissions and prevent insurance exclusion 

based on preexisting conditions for children are likely to have especially large economic benefits 

in terms of reducing financial risk.  These regulations will help insurance more effectively 

protect patients from the financial hardship of illness, including bankruptcy and reduced funds 

for non-medical purposes. 

 A third type of benefit from these regulations is improved workplace productivity.  These 

regulations will benefit employers and workers by increasing workplace productivity and 

reducing absenteeism, low productivity at work due to preventable illness, and “job-lock.”   A 

June 2009 report by the Council of Economic Advisers found that increased access to health 

insurance coverage improves labor market outcomes by improving worker health.95  The health 

benefits of eliminating coverage rescissions and lifetime coverage limits, restricting annual 

limits, and expanding access to primary care providers and OB/GYNs will help to reduce 

disability, low productivity at work due to preventable illness, and absenteeism in the work 

place, thereby increasing workplace productivity and labor supply.  Economic theory suggests 

that these benefits would likely be shared by workers, employers, and consumers.  In addition, 

these regulations will increase labor market efficiency by reducing “job- lock,” or the reluctance 

to switch jobs or engage in entrepreneurship because such activities would result in the loss of 
                                                 
95 Council of Economic Advisers. “The Economic Case for Health Reform.” (2009). 
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health insurance or limitations on coverage.  For example, without the regulations, a parent with 

generous coverage for a child with a medical condition might fear moving to a different 

employer or launching his or her own business given the concern that the new plan could exclude 

coverage for the child on the basis of the pre-existing condition.  These reforms will increase not 

only productivity and innovation through entrepreneurship, but also worker wages since “job- 

lock” prevents workers from pursuing jobs with potentially higher salaries.96  The Council of 

Economic Advisers’ June 2009 report estimates that for workers between the ages of 25 and 54, 

the short-term gain from eliminating job lock would be an increase in wages of 0.3 percent.   

Fourth, the Affordable Care Act’s policies and the interim final regulations to implement 

them will reduce the transfers in the health care system due to cost shifting of uncompensated 

care which often increase health spending unnecessarily.  The insurance market regulations will 

help expand the number of individuals who are insured and help guarantee that individuals who 

have insurance do not bankrupt themselves by paying medical bills.  Both effects will help 

reduce the amount of uncompensated care that imposes a “hidden tax” on consumers of health 

care since the costs of this care are shifted to those who are able to pay for services in the form of 

higher prices.   

The Departments provide here an order of magnitude for the compensatory reduction in 

cost-shifting of uncompensated care that is associated with the expansion of coverage of these 

regulations.  Three assumptions were made.  First, the uninsured populations affected by these 

regulations tend to have worse health, greater needs for health care, higher health care spending, 

and less ability to reduce utilization when they are uninsured.  These regulations are therefore 

unlikely to induce as much demand for health care as would be assumed for the uninsured 

                                                 
96 Gruber, J. and B. Madrian. “Health Insurance, Labor Supply, and Job Mobility: A Critical Review of the 
Literature.” (2001). 
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population in general when coverage expands.  As such, extending insurance coverage to this 

group is unlikely to have a significant effect on the overall costs of the U.S. health care system.  

This conclusion is consistent with that of the Centers for Medicare & and Medicaid Services’ 

Office of the Actuary.  This Office’s analysis suggests that insurance reforms (excluding the 

extension of coverage to adult children) “would have only a relatively minor upward impact on 

national health spending.”97 The Departments therefore assume that the vast majority of the 

premium increases estimated in this regulatory impact analysis result from transfers from out-of-

pocket or uncompensated care costs to covered costs, although we emphasize that there is 

considerable uncertainty surrounding this estimate.  

Second, on the basis of the economics literature on the subject,98 the Departments 

estimate that two-thirds of the previously uncovered costs would have been uncompensated care, 

of which 25 percent would have been passed on as higher premiums to the insured population.  

Considering these proportions together suggests that, on average, the premium impacts described 

in this regulatory impact analysis would be roughly reduced by 15 to 20 percent. 

[EOP Economist approach: for discussion only.  The Departments estimated the fraction 

of uncompensated care that is passed-through to the private medical sector to arrive at an 

estimate of the reduction in the “hidden tax” passed on in the form of higher premiums to other 

Americans with private health insurance.  To calculate its magnitude, three assumptions were 

made.  First, the uninsured populations affected by these regulations tend to have worse health, 

greater needs for health care, less ability to reduce demand, and higher health care spending.  

These regulations are unlikely to induce as much demand for health care as would be assumed 

                                                 
97 CMS Office of the Actuary. April 22, 2010. Estimated Financial Effects of the “Patient Protection and Affordable 
Care Act” as Amended. 
98 Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of 
Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415. 
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for the uninsured population in general.  As such, it is assumed that half of the cost would have 

been uncompensated, although we emphasize that there is considerable uncertainty surrounding 

this estimate.  Second, a fraction of this uncompensated care is passed-through to the private 

medical sector and thus premiums.  On the basis of the economics literature on the subject,99 the 

estimates below assume that 25 percent of the added expenditures will be saved for consumers as 

premium reductions as a result of reduced uncompensated care costs passed on by insurers.  

Third, applying these assumptions to the estimated number of people affected by the regulation 

and their average costs yields an estimate of the reduction in hidden tax passed on in the form of 

higher premiums to other Americans with private health insurance.  Combined, we estimate 

roughly $1 billion in premium savings due to uncompensated care reductions in 2013.] 

c. Costs and Transfers 

Premiums reflect both effects on health system costs as well as transfers in the payment 

of costs from one payer or group of individuals to another.  For example, as consumer 

protections expand coverage and/or reduce cost-sharing, the costs for services that people 

previously paid for out of pocket – often creating substantial burdens as described above – will 

be distributed over a wider insured population.  On the other hand, the cost-shifting that 

previously occurred onto the insured population when people could no longer pay for their out-

of-pocket care will be reduced.  Expansion of coverage will also generate induced demand for 

services, with corresponding benefits to health and productivity.  These costs and transfers 

together will generate a change in premiums.  As discussed previously, the populations affected 

by these interim final regulations tend to be in poorer health than the general uninsured 

population, leading to less induced demand when coverage expands.  

                                                 
99 Hadley, Jack, J. Holahan, T. Coughlin, and D. Miller. “Covering the Uninsured in 2008: Current Costs, Sources of 
Payment, and Incremental Costs.” Health Affairs, 2008, 27(5): w399¬w415. 
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The Departments estimate that the premium effect of prohibiting pre-existing condition 

exclusions for children would be on average one percent or less in the individual market and 

negligible in the group market.  The provisions relating to annual and lifetime limits would have 

less than a one percent impact on premiums in the individual and group markets.  While the 

prohibition on lifetime limits applies to individual plans that are grandfathered, the other policies 

do not, limiting the premium effect for this market.  The Departments could not estimate 

premium effects for the provisions in these interim final regulations relating to rescissions and 

patient protections.   

It is critical to note that these individual premium effects cannot be simply added to get a 

combined impact on premiums for several reasons.  The first relates to their simultaneous 

implementation.  Quantifying the precise and unique premium impact of policies that take effect 

at the same time is difficult.  Health insurers will consider the totality of the provisions in making 

decisions about coverage modifications, so that disentangling the effects of each provision is 

impossible.  This is especially so given the complex interactions among the policies.  For 

example, prohibiting rescissions and lifetime limits could mean that someone who would have 

had a policy rescinded now maintains coverage, and also maintains coverage beyond a previous 

lifetime limit.  Under the current guaranteed renewability protections in the individual market, if 

a child with a pre-existing condition is now able to obtain coverage on a parental plan, he or she 

can potentially stay on that plan until age 26.     

This difficulty is compounded by the flexibility afforded in the grandfather rule. Plans 

and issuers will consider the cumulative impact of these provisions when making decisions about 

whether or not to make other changes to their coverage that could affect their grandfather status.  

It can be expected that the plans that are most affected by these provisions in terms of potential 
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premium impact will likely be the most aggressive in taking steps to maintain grandfathered 

status, although, as described in that regulatory impact analysis, other factors affect plans’ 

decisions as well.  It is unlikely that plans will make this calculation multiple times for the 

multiple provisions that will take effect at the same time.   

Lastly, estimating these effects cumulatively compounds the errors of highly uncertain 

estimates.  As discussed, plan and enrollee behaviors may change in response to the incentives 

created by these interim final regulations.  Data are also limited in many areas, including: the 

prevalence of annual limits in insurance markets; characteristics of high-cost enrollees; 

prevalence and characteristics of rescissions; and take-up rates under different insurance 

scenarios.  As discussed above, the estimates presented here, by necessity, utilize “average” 

experiences and “average” plans.  Variability around the average increases substantially when 

multiple provisions are considered, since the number of provisions that affect each plan will vary 

(for example, a plan may already offer dependent coverage to age 26, meaning they will not be 

affected by that provision, but may have a lifetime limit of $1 million, meaning they will be 

affected by that provision).  Different plans also have different characteristics of enrollees, for 

example in terms of age or health status, meaning that provisions such as eliminating lifetime 

limits or providing free preventive services could affect them differently.  It is especially 

important to note the variation in insurance market reforms across states.  Only New York 

requires pure community rating, where costs get distributed across the entire insured pool.  

Fractions of the cost will get distributed in other states depending on the degree of rating 

restrictions, if any exist. Uncertainty compounds as ranges and errors and assumptions are 

summed across provisions.  
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D.  Regulatory Flexibility Act--Department of Labor and Department of Health and Human 
Services 
 

The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) imposes certain 

requirements with respect to federal rules that are subject to the notice and comment 

requirements of section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) 

and that are likely to have a significant economic impact on a substantial number of small 

entities. Under Section 553(b) of the Administrative Procedures Act (APA), a general notice of 

proposed rulemaking is not required when an agency, for good cause, finds that notice and public 

comment thereon are impracticable, unnecessary, or contrary to the public interest.  These 

interim final regulations are exempt from APA, because the Departments made a good cause 

finding that a general notice of proposed rulemaking is not necessary earlier in this preamble.  

Therefore, the RFA does not apply and the Departments are not required to either certify that the 

rule would not have a significant economic impact on a substantial number of small entities or 

conduct a regulatory flexibility analysis.  

Nevertheless, the Departments carefully considered the likely impact of the rule on small 

entities in connection with their assessment under Executive Order 12866.  Consistent with the 

policy of the RFA, the Departments encourage the public to submit comments that suggest 

alternative rules that accomplish the stated purposes of the Affordable Care Act and minimize 

the impact on small entities. 

 

E.  Special Analyses—Department of the Treasury 

Notwithstanding the determinations of the Department of Labor and Department of 

Health and Human Services, for purposes of the Department of the Treasury, it has been 

determined that this Treasury decision is not a significant regulatory action for purposes of 
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Executive Order 12866.  Therefore, a regulatory assessment is not required.  It has also been 

determined that section 553(b) of the APA dministrative Procedure Act (5 U.S.C. chapter 5) does 

not apply to these regulations.  For the applicability of the RFA, refer to the Special Analyses 

section in the preamble to the cross-referencing notice of proposed rulemaking published 

elsewhere in this issue of the Federal Register.  Pursuant to section 7805(f) of the Code, these 

temporary regulations have been submitted to the Chief Counsel for Advocacy of the Small 

Business Administration for comment on their impact on small businesses. 

 

F.  Paperwork Reduction Act 

1. Department of Labor and Department of Treasury  

As further discussed below, these interim final regulations contain enrollment 

opportunity, rescission notice, and patient protection disclosure requirements that are information 

collection requests (ICRs) subject to the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. 

3506(c)(2)(A)).  Each of these requirements is discussed in detail below. 

Currently, the Departments are soliciting 60 days of public comments concerning these 

disclosures.  The Departments have submitted a copy of these interim final regulations to OMB 

in accordance with 44 U.S.C. 3507(d) for review of the information collections. The 

Departments and OMB are particularly interested in comments that: 

 Evaluate whether the collection of information is necessary for the proper performance of 

the functions of the agency, including whether the information will have practical utility; 

 Evaluate the accuracy of the agency's estimate of the burden of the collection of 

information, including the validity of the methodology and assumptions used; 

 Enhance the quality, utility, and clarity of the information to be collected; and  
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 Minimize the burden of the collection of information on those who are to respond, 

including through the use of appropriate automated, electronic, mechanical, or other 

technological collection techniques or other forms of information technology, for 

example, by permitting electronic submission of responses. 

    Comments should be sent to the Office of Information and Regulatory Affairs, 

Attention: Desk Officer for the Employee Benefits Security Administration either by fax to (202) 

395-7285 or by email to oira_submission@omb.eop.gov.  A copy of the ICR may be obtained by 

contacting the PRA addressee: G. Christopher Cosby, Office of Policy and Research, U.S. 

Department of Labor, Employee Benefits Security Administration, 200 Constitution Avenue, 

NW, Room N-5718, Washington, DC 20210.  Telephone: (202) 693-8410; Fax: (202) 219-4745.  

These are not toll-free numbers.  E-mail: ebsa.opr@dol.gov.  ICRs submitted to OMB also are 

available at reginfo.gov (http://www.reginfo.gov/public/do/ PRAMain). 

a. Patient Protection and Affordable Care Act Enrollment Opportunity Notice Relating to 

Lifetime Limits.   As discussed earlier in this preamble these interim final regulations require a 

plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on 

the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to 

enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an 

open enrollment period and regardless of when any open enrollment period might otherwise 

occur.  This enrollment opportunity must be presented not later than the first day of the first plan 

year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which 

is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first 

day of the first plan year (or policy year in the individual market) beginning on or after 
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September 23, 2010.100 The Affordable Care Act dependent coverage enrollment notice is an 

information collection request (ICRs) subject to the PRA.   

The Departments estimate that approximately 29,000 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

The estimate is based on the following methodology.   The Departments estimate that of the 

approximately 139.6 million individuals in ERISA-covered plans,101 63 percent of such 

individuals are covered by plans with lifetime limits.102   

 While limited data are available regarding lifetime limits, the Departments estimated that 

the average lifetime limit across all markets is about $4.7 million,103 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Departments are unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Departments estimate that about 0.033 percent of individuals incur more than $1 million in 

medical spending in a year.104  If these individuals incurred this amount every year, 29,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals would have to average $1 million in medical expenses per year to exceed the 

                                                 
100 These interim final regulations rules require any individual enrolling in group health plan coverage pursuant to 
this enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, 
the individual must be offered all the benefit packages available to similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to 
pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit 
101 The Departments’ estimate is based on the 2009 March Current Population Survey (CPS). 
102 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
103 The Departments’ estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
104 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
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$4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for 

employees who work for employers with multiple health insurance coverage options, switches to 

a different health insurance plan.   

 These interim final regulations require plans or insurers to notify individuals whose 

coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 

now eligible to reenroll in the plan or policy.  The Departments assume that the notice for all 

plans and policies (including self-insured plans that are administered by insurers) will be 

prepared by the estimated 630 health insurers operating in the United States.105  On average, the 

Departments expect that one-half hour of a legal professional’s time, valued as $119, will be 

required to draft this notice, resulting in an hour burden of approximately 160 hours with an 

equivalent cost of $19,000. 

 The Departments assume that insurers track information regarding individuals that have 

lost coverage due to reaching a lifetime limit (including contact information in their 

administrative records.  Based on the foregoing, the Departments estimate that, on average, five 

minutes of a clerical staff member’s time, valued at  $26 per hour will be required to incorporate 

the specific information into the notice and mail the estimated 29,000 notices.  This results in an 

estimated hour burden of approximately 2,400 hours with an equivalent cost of $63,000.  

Therefore, the total hour burden of this notice requirement is approximately 2,600 hours with an 

equivalent cost of $82,000. 

                                                 
105 While plans could prepare their own notice, the Departments assume that the notices  will be prepared by service 
providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in 
the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 
financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared between the 
Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the 
notices is calculated using half the number of insurers (315). 
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The associated cost burden of the rule results from material and mailing cost that are 

required to distribute the estimated 29,000 notices.  The Departments estimate that the notice will 

be one-page in length, material and print costs will be five cents per page, and postage will be 44 

cents per notice resulting in a per notice cost of 49 cents.  This leads to a total cost burden of 

approximately $14,000 to distribute the notices.   

Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

Title:  Notice of Special Enrollment Opportunity under the Patient Protection and 

Affordable Care Act Relating to Lifetime Limits. 

OMB Number: 1210–NEW; 1545–NEW. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

Total Respondents: 315. 

Total Responses: 29,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours:  1,300 hours (Employee Benefits Security 

Administration); 1,300 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $7,000 (Employee Benefits Security 

Administration); $7,000 (Internal Revenue Service). 

 b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of 

Rescission. As discussed earlier in this preamble, PHS Act Section 2712 and these interim final 

regulations prohibit group health plans and health insurance issuers that offer group or individual 

health insurance coverage generally from rescinding coverage under the plan, policy, certificate, 
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or contract of insurance from the individual covered under the plan or coverage unless the 

individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or 

omission that constitutes fraud, or unless the individual makes an intentional misrepresentation 

of material fact, as prohibited by the terms of the plan or coverage.  These interim final 

regulations provide that a group health plan or a health insurance issuer offering group health 

insurance coverage must provide at least 30 days advance notice to an individual before coverage 

may be rescinded. 

The Departments assume that rescissions are rare in the group market and that small 

group health plans are affected by rescissions. The Departments are not aware of a data source 

on the number of group plans whose policy is rescinded; therefore, the Departments assume that 

100 group health plan policies are rescinded in a year.  The Departments estimate that there is an 

average of 16 participants in small, insured plans106.  Based on these numbers the Department 

estimates that approximately 1,600 policies are rescinded during a year, which would result in 

1,600 notices being sent to affected participants. The Department estimates that 15 minutes of 

legal profession time at $119 per hour would be required by the insurers of the 100 plans to 

prepare the notice and one minute per notice of clerical professional time at $26 per hour would 

be required to distribute the notice. This results in an hour burden of approximately 50 hours 

with an equivalent cost of approximately $3,700. The Department estimates that the cost burden 

associated with distributing the notices will be approximately $800.107   

These paperwork burden estimates are summarized as follows: 

                                                 
106 U.S. Department of Labor, EBSA calculations using the March 2008 Current Population Survey Annual Social 
and Economic Supplement and the 2008 Medical Expenditure Panel Survey.  
 
107 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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Type of Review: New collection. 

Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of the Treasury,  

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 1210–NEW; 1545–NEW. 

Affected Public: Business or other for-profit; not-for-profit institutions. 

Total Respondents: 100. 

Total Responses: 1,600. 

Frequency of Response: Occasionally. 

Estimated Total Annual Burden Hours:  25 hours (Employee Benefits Security 

Administration); 25 hours (Internal Revenue Service). 

Estimated Total Annual Burden Cost: $400 (Employee Benefits Security 

Administration); $400 (Internal Revenue Service). 

c.  Department of Labor and Department of Treasury: Affordable Care Act Patient Protection 
Disclosure Requirement 
 
 As discussed earlier in this preamble, Section 2719A of the PHS Act imposes, with 

respect to a group health plan, or group or individual health insurance coverage, a set of three 

requirements relating to the choice of a health care professionals  The Departments believe it is 

important that individuals enrolled in a plan or health insurance coverage know of their rights to 

(1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or 

subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care 

without prior authorization.  Accordingly, these interim final regulations require such plans and 

issuers to provide a notice to participants (in the individual market, primary subscriber) of these 
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rights when applicable.  Model language is provided in these interim final regulations.  The 

notice must be provided whenever the plan or issuer provides a participant with a summary plan 

description or other similar description of benefits under the plan or health insurance coverage, 

or in the individual market, provides a primary subscriber with a policy, certificate, or contract of 

health insurance.  The Affordable Care Act patient protection disclosure requirement is an 

information collection request (ICR) subject to the PRA.  

  In order to satisfy the interim final regulations’ patient protection disclosure requirement, 

the Departments estimate that 339,000 ERISA-covered plans will need to notify an estimated 8.0 

million policy holders of their plans’ policy in regards to designating a primary care physician 

and for obstetrical or gynecological visits.108  The following estimates are based on the 

assumption that 22 percent of group health plans will not have grandfathered health plan status in 

2011.  Because the interim final regulations provide model language for this purpose, the 

Departments estimate that five minutes of clerical time (with a labor rate of $26.14/hour) will be 

required to incorporate the required language into the plan document and ten minutes of an 

human resource professional’s time (with a labor rate of $89.12/hour) will be required to review 

the modified language. 109 Therefore, the Departments estimate that plans will incur a one-time 

hour burden of 85,000 hours with an equivalent cost of $5.8 million to meet the disclosure 

requirement in the first year. 

                                                 
108 The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2008 Medical 
Expenditure Panel Survey’s Insurance component.  The estimate of the number of policy holders was obtained from 
the 2009 Current Population Survey.  Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 is addressed in the Departments’ Interim 
Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health 
Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. _____). 
[INSERT FEDERAL REGISTER CITE]. 
109 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of 
Labor Statistics). 
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The Departments assume that only printing and material costs are associated with the 

disclosure requirement, because the interim final regulations provide model language that can be 

incorporated into existing plan documents, such as an SPD.  The Departments estimate that the 

notice will require one-half of a page, five cents per page printing and material cost will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $124,000 ($0.05 per page*1/2 pages per notice * 8.0 million notices*0.62).   

Plans that relinquish their grandfathered status in subsequent years also will become 

subject to this notice requirement and incur a cost to prepare and distribute the notice in the year 

they relinquish their grandfathered status.  The Departments estimate a total hour burden of 

62,000 hours in 2012 and 50,000 in 2013 for plans relinquishing their grandfathered status in 

2012 or 2013.  There also will be an estimated total cost burden of $90,000 in 2012 and $73,000 

in 2013.  

 The Departments note that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows:  

 Type of Review: New Collection 

 Agencies: Employee Benefits Security Administration, Department of Labor; Internal 

Revenue Service, U.S. Department of Treasury. 

 Title: Disclosure Requirement for Patient Protections under the Affordable Care Act. 

 OMB Number: 1210-New; 1545-New 

 Affected Public: Business or other for-profit; not-for-profit institutions. 

 Total Respondents 262,000 (three year average). 
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 Total Responses: 6,186,000 (three year average). 

       Frequency of Response:  One time 

       Estimated Total Annual Burden Hours: 33,000 (Employee Benefits Security 

Administration); 33,000 (Internal Revenue Service). 

      Estimated Total Annual Burden Cost: $48,000 (Employee Benefits Security 

Administration); $48,000 (Internal Revenue Service). 

 

2. Department of Health and Human Services 

As discussed above in the Department of Labor and Department of the Treasury PRA 

section, these interim final regulations contain an enrollment opportunity notice, rescissions 

notice, and patient protection disclosures requirement for issuers. These requirements are 

information collection requirements (ICRs) under the PRAaperwork Reduction Act. Each of 

these requirements is discussed in detail below. 

 a. ICR Regarding Patient Protection and Affordable Care Act Enrollment Opportunity Notice 

Regarding Lifetime Limits.   

Section 45 CFR 147. 271126 of  these interim final regulations requires health insurance 

issuers offering individual health insurance coverage to provide an individual whose coverage 

ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to 

enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless 

of whether the plan or coverage offers an open enrollment period and regardless of when any 

open enrollment period might otherwise occur.  This enrollment opportunity must be presented 

not later than the first day of the first plan year (or, in the individual market, policy year) 

beginning on or after September 23, 2010 (which is the applicability date of PHS Act section 
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2711).  Coverage must begin not later than the first day of the first plan year (or policy year in 

the individual market) beginning on or after September 23, 2010.110  

The Department estimates that approximately 13,182 individuals qualify for this 

enrollment right, which as discussed more fully below, should be considered an upward bound. 

The estimate is based on the following methodology.   The Department estimates that of the 

approximately 16.5 million individuals111 covered by family policies in the individual market, 89 

percent of such individuals have a policy with a lifetime limit.112  The Department also estimates 

that out of the approximately 40.1 million individuals covered by public, non-Federal employer 

group health plans sponsored by state and local governments,113 63 percent of such individuals 

are covered by plans with lifetime limits.114   

 While limited data are available regarding lifetime limits, the Department estimated that 

the average lifetime limit across all markets is about $4.7 million,115 which means that an 

individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 

during one year or across many years.  Although the Department is unable to track spending 

across time to estimate the number of individuals that would reach the lifetime limit, the 

Departments estimates that about 0.033 percent of individuals incur more than $1 million in 

                                                 
110 These interim final regulations require any individual enrolling in group health plan coverage pursuant to this 
enrollment right must be treated as a special enrollee, as provided under HIPAA portability rules.  Accordingly, the 
individual must be offered all the benefit packages available to similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or cessation of dependent status.  The individual also cannot be required to 
pay more for coverage than similarly situated individuals who did not lose coverage due to reaching a lifetime limit. 
111 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
112 The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, 
Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17. 
113 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
114 The Department’s’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
115 The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; and America’s Health 
Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
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medical spending in a year.116  If these individuals incurred this amount every year, 13,000 

individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  

First, individuals who incur $1 million of medical expenses in a year would need to sustain this 

level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime 

limit is reset if he switches employers or, for employees who work for employers with multiple 

health insurance coverage options, switches to a different health insurance plan.   

 These interim final regulations require plans or issuers insurers to notify individuals 

whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they 

are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all 

plans and policies (including self-insured plans that are administered by issuers or third party 

administratorsinsurers) will be prepared by the estimated 630 health issuers insurers operating in 

the United States.117  On average, the Department expects that one-half hour of a legal 

professional’s time, valued ats $119, will be required to draft this notice, resulting in an hour 

burden of approximately 200 hours with an equivalent cost of $19,000. 

 The Department assumes that plans and issuers insurers track information regarding 

individuals that have lost coverage due to reaching a lifetime limit (including contact 

information) in their administrative records.  Based on the foregoing, the Departments estimates 

that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be 

required to incorporate the specific information into the notice and mail the estimated 13,000 

                                                 
116 The Department’s’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
117 While plans could prepare their own notice, the Departments assumes that the notices will be prepared by service 
providers.  The Departments has ve previously estimated that there are 630 health issuers insurers (460 providing 
coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from 
NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments 
of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated 
using half the number of insurers (315). 

Comment [A8]: Labor and Treasury may want to 
make some of the same changes made to HHS PRA 
section to their PRA sections.  
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notices.  This results in an estimated hour burden of approximately 1,100 hours with an 

equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 

hours with an equivalent cost of $48,000. 

The associated cost burden of these interim final regulations rule results from material 

and mailing costs to distribute the estimated 13,000 notices.  The Department estimates that the 

notice will be one-page in length, material and print costs will be five cents per page, and 

postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total 

estimated cost burden of approximately $6,500 to distribute the notices.   

Type of Review: New collection. 

Agency: Department of Health and Human Services. 

Title:  Patient Protection and Affordable Care Act Enrollment Opportunity Notice 

Relating to Lifetime Limits 

OMB Number: 0938–NEW. 

Affected Public: Business; State, Local, or Tribal Governments. 

Respondents: 630. 

Responses: 13,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden Hours: 1,300 hours. 

 Estimated Total Annual Burden Cost: $6,500. 

If you comment on this information collection and recordkeeping requirements, please do 

either of the following:   

 1.  Submit your comments electronically as specified in the ADDRESSES section of this 

proposed rule; or  
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 2. Submit your comments to the Office of Information and Regulatory Affairs, Office of 

Management and Budget, 

 Attention:  CMS Desk Officer, 4114400--IIFFCC  

 Fax:  (202) 395-6974; or  

 Email:  OIRA_submission@omb.eop.gov 

 b. ICR Regarding Patient Protection and Affordable Care Act Relating to Notice of 

Rescission. As discussed earlier in this preamble, PHS Act sSection 2712 and these interim final 

regulations prohibit group health plans and health insurance issuers that offer group or individual 

health insurance coverage generally from rescinding coverage under the plan, policy, certificate, 

or contract of insurance from the individual covered under the plan or coverage unless the 

individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or 

omission that constitutes fraud, or unless the individual makes an intentional misrepresentation 

of material fact, as prohibited by the terms of the plan or coverage.  These interim final 

regulations provide that a group health plan or a health insurance issuer offering group or 

individual health insurance coverage must provide at least 30 days advance notice to an 

individual before coverage may be rescinded. 

This analysis assumes that rescissions only occur in the individual health insurance 

market, because rescissions in the group market are rare. The Department estimates that 

approximately 15.3 million individuals obtain coverage in the individual market during a year.  

A report on rescissions finds that 0.37 percent of policies were rescinded during the 2004 to 2008 

time period.118  Based on these numbers, the Department estimates that approximately 56,500 

policies are rescinded during a year, which would result in 56,500 notices being sent to affected 

                                                 
118 NAIC Report "Rescission Data Call of the NAIC Regulatory Framework (B) Task Force" December 17, 2009. 
http://www.naic.org/documents/committees_b_regulatory_framework_rescission_data_call_report.pdf 
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policyholders. The Department estimates that 15 minutes of a legal professional’s time at $119 

per hour would be required by the estimated 490 issuers insurers in the individual market to 

prepare the notice and one minute per notice of clerical staff member’s professional time at $26 

per hour would be required to distribute the notice. This results in an hour burden of 

approximately 1,100 hours with an equivalent cost of approximately $39,200. The Department 

estimates that the cost burden associated with distributing the notices will be approximately 

$27,700.119   

These paperwork burden estimates are summarized as follows: 

Type of Review: New collection. 

Agency: Department of Health and Human Services. 

Title:  Required Notice of Rescission of Coverage under the Patient Protection and 

Affordable Care Act Disclosures.  

OMB Number: 0938–NEW. 

Affected Public: For Profit Business. 

Respondents: 490 

Responses: 56,5000. 

Frequency of Response: Occasionally. 

Estimated Total Annual Burden Hours: 1,100 hours. 

 Estimated Total Annual Burden Cost: $27,700. 

 

c. ICR related to Affordable Care Act  Patient Protections Disclosure 
 

                                                 
119 This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, 
and $.44 cent postage costs. 
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 As discussed above in the Department of Labor and Department of Treasury PRA section 

these interim final regulations contains a disclosure requirement for non-grandfathered plans or 

policies requiring the designation of a primary care provider physician or usually requiring a 

referral from a primary care provider physician before receiving care from a specialist.  These 

requirements are ICRs information collection requirements under the PRA. 

 In order to satisfy these interim final regulations’ patient protection disclosure 

requirement, the Department estimates that 14,000 state and local governmental plans will need 

to notify approximately 2.6 million participants policy holders of their plans’ policy in regards to 

designating a primary care provider physician and a provider for obstetrical or gynecological 

visits. An estimated 490 issuers insurers providing coverage in the individual market will need to 

notify an estimated 55,000 policy holders of their policy in regards to designating a primary care 

physician provider and a f provider for obstetrical or gynecological visits. These estimates are 

based on the assumption that 22 percent of group plans and 40 percent of individual policies will 

not have grandfathered health plan status in 2011.120 

 Because these interim final regulations provide model language for this purpose, the 

Department estimates that five minutes of clerical time (with a labor rate of $26.14/hour) will be 

required to incorporate the required language into the plan document, certificate or policy  and 

ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be 

                                                 
120 The Department’s estimate of the number of state and local governmental health plans was obtained from the 
2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained 
from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was 
obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to 
estimate the percentage of plans that will not be grandfathered in 2011 was discussed in the Departments’ Interim 
Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health 
Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). 
[INSERT FEDERAL REGISTER CITE] 
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required to review the modified language. 121  Therefore, the Department estimates that plans and 

issuers insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of 

$239,000 to meet the disclosure requirement. 

 The Department assumes that only printing and material costs are associated with the 

disclosure requirement, because these interim final regulations provide model language that can 

be incorporated into existing plan documents, such as an SPD.  The Department estimates that 

the notice will require one-half of a page, five cents per page printing and material costs will be 

incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 

burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62).  

Plans that relinquish their grandfathered status in subsequent years will also become subject 

to this notice requirement and incur a cost to prepare and distribute the notice in the year they 

relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the 

individual market will also have to receive this notice.  The Department estimates a total hour 

burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered 

status in such years.  There will, also be an estimated total cost burden of $30,000 in 2012 and 

$24,000 in 2013.     

 The Department notes that persons are not required to respond to, and generally are not 

subject to any penalty for failing to comply with, an ICR unless the ICR has a valid OMB control 

number. 

 These paperwork burden estimates are summarized as follows: 

 Type of Review: New collection. 

 Agency: Department of Health and Human Services. 

                                                 
121 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational 
Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index (June 2009, Bureau of 
Labor Statistics). 
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Title:   Disclosure Requirements for Patient Protection under the Affordable Care Act. 

 OMB Number: 0938–NEW. 

 Affected Public: Business; State, Local, or Tribal Governments. 

 Respondents: 10,600. 

 Responses: 2,067,000. 

 Frequency of Response: One-time. 

 Estimated Total Annual Burden Hours: 2,700 hours. 

 Estimated Total Annual Burden Cost: $32,000. 

 If you comment on any of these information collection requirements, please do either of 

the following:   

 1.  Submit your comments electronically as specified in the ADDRESSES section of this 

proposed rule; or  

 2. Submit your comments to the Office of Information and Regulatory Affairs, Office of 

Management and Budget, 

 Attention:  CMS Desk Officer, 4114400--IIFFCC  

 Fax:  (202) 395-6974; or  

 Email:  OIRA_submission@omb.eop.gov 

 
G.  Congressional Review Act 

These regulations are subject to the Congressional Review Act provisions of the Small 

Business Regulatory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.) and have been 

transmitted to Congress and the Comptroller General for review.  

 

H.  Unfunded Mandates Reform Act 
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The Unfunded Mandates Reform Act of 1995 (Public Law 104-4) requires agencies to 

prepare several analytic statements before proposing any rules that may result in annual 

expenditures of $100 million (as adjusted for inflation) by state, local and tribal governments or 

the private sector. These interim final regulations are not subject to the Unfunded Mandates 

Reform Act because they are being issued as interim final regulations.  However, consistent with 

the policy embodied in the Unfunded Mandates Reform Act, the regulation has been designed to 

be the least burdensome alternative for state, local and tribal governments, and the private sector, 

while achieving the objectives of the Affordable Care Act. 

 

I.  Federalism Statement--Department of Labor and Department of Health and Human Services 

Executive Order 13132 outlines fundamental principles of federalism, and requires the 

adherence to specific criteria by federal agencies in the process of their formulation and  

implementation of policies that have ‘‘substantial direct effects’’ on the States, the relationship 

between the national government and States, or on the distribution of power and responsibilities 

among the various levels of government. Federal agencies promulgating regulations that have 

these federalism implications must consult with State and local officials, and describe the extent 

of their consultation and the nature of the concerns of State and local officials in the preamble to 

the regulation. 

In the Departments’ view, these regulations have federalism implications, because they 

have direct effects on the States, the relationship between the national government and States, or 

on the distribution of power and responsibilities among various levels of government. However, 

in the Departments’ view, the federalism implications of these regulations are substantially 

mitigated because, with respect to health insurance issuers, the Departments expect that the 
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majority of States will enact laws or take other appropriate action resulting in their meeting or 

exceeding the federal standards.  

In general, through section 514, ERISA supersedes State laws to the extent that they  

relate to any covered employee benefit plan, and preserves State laws that regulate  insurance, 

banking, or securities. While ERISA prohibits States from regulating a plan 

as an insurance or investment company or bank, the preemption provisions of section 731 of 

ERISA and section 2724 of the PHS Act (implemented in 29 CFR 2590.731(a) and 45 CFR 

146.143(a)) apply so that the HIPAA requirements (including those of the Patient Protection and 

Affordability of Care Act (the Affordable Care Act) are not to be ‘‘construed to supersede any 

provision of State law which establishes, implements, or continues in effect any standard or 

requirement solely relating to health insurance issuers in  connection with group health insurance 

coverage except to the extent that such standard or requirement prevents the application of a 

requirement’’ of a federal standard. The conference report accompanying HIPAA indicates that 

this is intended to be the ‘‘narrowest’’ preemption of State laws. (See House Conf. Rep. No. 

104–736, at 205, reprinted in 1996 U.S. Code Cong. & Admin. News 2018.)  States may 

continue to apply State law requirements except to the extent that such requirements prevent the 

application of the Affordable Care Act requirements that are the subject of this rulemaking. State 

insurance laws that are more stringent than the federal requirements are unlikely to ‘‘prevent the 

application of’’ the Affordable Care Act, and be preempted. Accordingly, States have significant 

latitude to impose requirements on health insurance issuers that are more restrictive than the 

federal law.  

In compliance with the requirement of Executive Order 13132 that agencies examine 

closely any policies that may have federalism implications or limit the policy making discretion 
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of the States, the Departments have engaged in efforts to consult with and work cooperatively 

with affected State and local officials, including attending conferences of the National 

Association of Insurance Commissioners and consulting with State insurance officials on an 

individual basis. It is expected that the Departments will act in a similar fashion in enforcing the 

Affordable Care Act requirements.  Throughout the process of developing these regulations, to 

the extent feasible within the specific preemption provisions of HIPAA as it applies to the 

Affordable Care Act, the Departments have attempted to balance the States’ interests in 

regulating health insurance issuers, and Congress’ intent to provide uniform minimum 

protections to consumers in every State. By doing so, it is the Departments’ view that they have 

complied with the requirements of Executive Order 13132.  

Pursuant to the requirements set forth in section 8(a) of Executive Order 13132, and by 

the signatures affixed to these regulations, the Departments certify that the Employee Benefits 

Security Administration and the Centers for Medicare & Medicaid Services have complied with 

the requirements of Executive Order 13132 for the attached regulations in a meaningful and 

timely manner. 
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From: Jessup, Amber (HHS/ASPE)
To: Jones, Martique S. (CMS/OSORA)
Cc: Parham, William N. (CMS/OEORA); Mayhew, James A. (CMS/CPC)
Subject: RE: 4-pack formally 5-p
Date: Friday, June 18, 2010 5:00:18 PM
Attachments: SSPPACApkg6-18-10.doc

Yes.  The PRA has been updated.  I sent Bill the revised supporting statement this afternoon.  Here it
is.
 
Have a great weekend!
 
Amber
 
 

From: Jones, Martique S. (CMS/OSORA)
Sent: Fri 6/18/2010 4:43 PM
To: Jessup, Amber (HHS/ASPE)
Cc: PARHAM, WILLIAM N. (CMS/OSORA); Mayhew, James A. (CMS/CPC)
Subject: 4-pack formally 5-pack

Amber—I just heard that the final revisions have been made to the impact analysis.  Does this
affect any numbers in the PRA?  Thanks
 
Martique S. Jones
Director, Div. of Regulation Development/ PRA Team Lead
Office of Strategic Operations and Regulatory Affairs
Centers for Medicare & Medicaid Services
410-786-4674
Martique.Jones@cms.hhs.gov
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Affordable Care Act Enrollment 


Opportunity Notice – Extension of 


Dependent Coverage 


 April 2010



SUPPORTING STATEMENT FOR PAPERWORK REDUCTION ACT 1995 SUBMISSIONS


A.  Justification


1.  Explain the circumstances that make the collection of information necessary.  Identify any legal or administrative requirements that necessitate the collection.  Attach a copy of the appropriate section of each statute and regulation mandating or authorizing the collection of information.


The Patient Protection and Affordable Care Act (the Affordable Care Act) was enacted by President Obama on March 23, 2010. Provisions 2711, 2712, and 2719a of the Affordable Care Act contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are subject to the Paperwork Reduction Act of 1995.  

Section 2711 of the PHS Act amended by the Affordable Care Act requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.


Section 2712 of the PHS Act amended by the Affordable Care Act prohibits group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.

Section 2719A of the PHS Act amended by the Affordable Care Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in the interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  


2.  Indicate how, by whom, and for what purpose the information is to be used.  Except for a new collection, indicate the actual use the agency has made of the information received from the current collection.

The enrollment opportunity notice will be used by health plans to notify certain individuals of their right to re-enroll in their plan. The affected individuals are those whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any individual.


The rescission notice will be used by health plans to provide advance notice to certain individuals that their coverage may be rescinded. The affected individuals are those who are at risk of rescission on their health insurance coverage.

The patient protection notification will be used by health plans to inform certain individuals of their right to choose a primary care provider or pediatrician and to use obstetrical/gynecological services without prior authorization.

3.  Describe whether, and to what extent, the collection of information involves the use of automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting electronic submission of responses, and the basis for the decision for adopting this means of collection.  Also describe any consideration for using information technology to reduce burden.


The regulation does not require or restrict plans or issuers from using electronic technology to provide either disclosure. 

4. Describe efforts to identify duplication.  Show specifically why any similar information already available cannot be used or modified for use for the purposes described in Item 2 above.



The Affordable Care Act amended the Employee Retirement Income Security Act, the Internal Revenue Code, and the PHS Act. However, only the Department of Health and Human Services has jurisdiction over state and local government plans and individual market plans, so there will be no duplication of effort.


5.  If the collection of information impacts small businesses or other small entities (Item 5 of OMB Form 83-I), describe any methods used to minimize burden.


The information collection does not impact small businesses or entities.  


6.  Describe the consequence to Federal program or policy activities if the collection is not conducted or is conducted less frequently, as well as any technical or legal obstacles to reducing burden.



If this information were conducted less frequently, affected individuals would not be notified of potential rescission, individuals whose coverage had ended due to reaching a lifetime limit on the dollar value of all benefits would not be notified of their opportunity to enroll, and individuals would not be informed of their right to choose a primary care provider or pediatrician and to use obstetrical/gynecological services without prior authorization.

7.  Explain any special circumstances that would cause an information collection to be conducted in a manner:

· requiring respondents to report information to the agency more often than quarterly;


· requiring respondents to prepare a written response to a collection of information in fewer than 30 days after receipt of it;

· requiring respondents to submit more than an original and two copies of any document;

· requiring respondents to retain records, other than health, medical, government contract, grant-in-aid, or tax records for more than three years;


· in connection with a statistical survey, that is not designed to produce valid and reliable results that can be generalized to the universe of study;


· requiring the use of a statistical data classification that has not been reviewed and approved by OMB;

· that includes a pledge of confidentiality that is not supported by authority established in statute or regulation, that is not supported by disclosure and data security policies that are consistent with the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible confidential use; or


· requiring respondents to submit proprietary trade secret, or other confidential information unless the agency can demonstrate that it has instituted procedures to protect the information's confidentiality to the extent permitted by law.

None.


8.  If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the agency's notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission to OMB.  Summarize public comments received in response to that notice and describe actions taken by the agency in response to these comments.  Specifically address comments received on cost and hour burden.

Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on the data elements to be recorded, disclosed, or reported.


Consultation with representatives of those from whom information is to be obtained or those who must compile records should occur at least once every 3 years -- even if the collection of information activity is the same as in prior periods.  There may be circumstances that may preclude consultation in a specific situation.  These circumstances should be explained.

The interim final regulations provide the public with a 60-day period to submit written comments on the rule.

9.  Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or grantees.

None.


10.  Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, regulation, or agency policy.


Not applicable

11.  Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, religious beliefs, and other matters that are commonly considered private.  This justification should include the reasons why the agency considers the questions necessary, the specific uses to be made of the information, the explanation to be given to persons from whom the information is requested, and any steps to be taken to obtain their consent.


Not applicable.

12.  Provide estimates of the hour burden of the collection of information.  The statement should indicate the number of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.  Unless directed to do so, agencies should not conduct special surveys to obtain information on which to base hour burden estimates.  Consultation with a sample (fewer than 10) of potential respondents is desirable.  If the hour burden on respondents is expected to vary widely because of differences in activity, size, or complexity, show the range of estimated hour burden, and explain the reasons for the variance.  Generally, estimates should not include burden hours for customary and usual business practices.

· If this request for approval covers more than one form, provide separate hour burden estimates for each form and aggregate the hour burdens in Item 13 of OMB Form 83-I.


· Provide estimates of annualized cost to respondents for the hour burdens for collections of information, identifying and using appropriate wage rate categories.  The cost of contracting out or paying outside parties for information collection activities should not be included here.  Instead, this cost should be included in Item 14.

· The cost of contracting out or paying outside parties for information collection activities should not be included here.  Instead, this cost should be included in Item 14.

Section 2711 Lifetime limits


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upper bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.



The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


Section 2712 Recissions

This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policies in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200.

Section 2719a Patient Protection Disclosure 


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.



Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.

Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  


13.  Provide an estimate of the total annual cost burden to respondents or record-keepers resulting from the collection of information.  (Do not include the cost of any hour burden shown in Items 12.)

Section 2711 Lifetime limits 


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to mail the notices.  


Section 2712 Recissions


The Department estimates that the notice will require one page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  The Department estimates that the cost burden associated with mailing the notices to 10,700 affected policy holders will be approximately $5,200. 


Section 2719a Patient Protections Disclosure


The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). There will also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   


14.  Provide estimates of annualized cost to the Federal government.  Also, provide a description of the method used to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, printing, and support staff), and any other expense that would not have been incurred without this collection of information.  Agencies also may aggregate cost estimates from Items 12, 13, and 14 in a single table.

Not applicable.


15.  Explain the reasons for any program changes or adjustments reporting in Items 13 or 14 of the OMB Form 83-I.



This is a new information collection.


16.  For collections of information whose results will be published, outline plans for tabulation, and publication.  Address any complex analytical techniques that will be used.  Provide the time schedule for the entire project, including beginning and ending dates of the collection of information, completion of report, publication dates, and other actions.

There are no plans to publish the results of this collection of information.


17.  If seeking approval to not display the expiration date for OMB approval of the information collection, explain the reasons that display would be inappropriate.

The OMB expiration date will be published in the Federal Register following OMB approval.


18.  Explain each exception to the certification statement identified in Item 19, "Certification for Paperwork Reduction Act Submission," of OMB 83-I.

None.


B.
Collections of Information Employing Statistical Methods


Not applicable.


� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.


� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.


� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.


� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.


� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).


� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [Insert Federal Register cite]


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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SUPPORTING STATEMENT FOR PAPERWORK REDUCTION ACT 1995 SUBMISSIONS 
 
A.  Justification 
 
1.  Explain the circumstances that make the collection of information necessary.  Identify any legal or administrative 
requirements that necessitate the collection.  Attach a copy of the appropriate section of each statute and regulation 
mandating or authorizing the collection of information. 
 

The Patient Protection and Affordable Care Act (the Affordable Care Act) was enacted 
by President Obama on March 23, 2010. Provisions 2711, 2712, and 2719a of the Affordable 
Care Act contain enrollment opportunity, rescission notice, and patient protection disclosure 
requirements that are subject to the Paperwork Reduction Act of 1995.   

Section 2711 of the PHS Act amended by the Affordable Care Act requires a plan or 
issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the 
dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to 
enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an 
open enrollment period and regardless of when any open enrollment period might otherwise 
occur.  This enrollment opportunity must be presented not later than the first day of the first plan 
year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which 
is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first 
day of the first plan year (or policy year in the individual market) beginning on or after 
September 23, 2010. 
 Section 2712 of the PHS Act amended by the Affordable Care Act prohibits group health 
plans and health insurance issuers that offer group or individual health insurance coverage 
generally from rescinding coverage under the plan, policy, certificate, or contract of insurance 
from the individual covered under the plan or coverage unless the individual (or a person seeking 
coverage on behalf of the individual) performs an act, practice, or omission that constitutes 
fraud, or unless the individual makes an intentional misrepresentation of material fact, as 
prohibited by the terms of the plan or coverage.  These interim final regulations provide that a 
group health plan or a health insurance issuer offering group health insurance coverage must 
provide at least 30 days advance notice to an individual before coverage may be rescinded. 

Section 2719A of the PHS Act amended by the Affordable Care Act imposes, with 
respect to a group health plan, or group or individual health insurance coverage, a set of three 
requirements relating to the choice of a health care professionals  The Departments believe it is 
important that individuals enrolled in a plan or health insurance coverage know of their rights to 
(1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or 
subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care 
without prior authorization.  Accordingly, these interim final regulations require such plans and 
issuers to provide a notice to participants (in the individual market, primary subscriber) of these 
rights when applicable.  Model language is provided in the interim final regulations.  The notice 
must be provided whenever the plan or issuer provides a participant with a summary plan 
description or other similar description of benefits under the plan or health insurance coverage, 
or in the individual market, provides a primary subscriber with a policy, certificate, or contract of 
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health insurance.   
 
2.  Indicate how, by whom, and for what purpose the information is to be used.  Except for a new collection, indicate 
the actual use the agency has made of the information received from the current collection. 
 

The enrollment opportunity notice will be used by health plans to notify certain 
individuals of their right to re-enroll in their plan. The affected individuals are those whose 
coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any 
individual. 

The rescission notice will be used by health plans to provide advance notice to certain 
individuals that their coverage may be rescinded. The affected individuals are those who are at 
risk of rescission on their health insurance coverage. 

The patient protection notification will be used by health plans to inform certain 
individuals of their right to choose a primary care provider or pediatrician and to use 
obstetrical/gynecological services without prior authorization. 

 
3.  Describe whether, and to what extent, the collection of information involves the use of automated, electronic, 
mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting 
electronic submission of responses, and the basis for the decision for adopting this means of collection.  Also 
describe any consideration for using information technology to reduce burden. 
 

The regulation does not require or restrict plans or issuers from using electronic 
technology to provide either disclosure.  

 
4. Describe efforts to identify duplication.  Show specifically why any similar information already available 

cannot be used or modified for use for the purposes described in Item 2 above. 
 

 The Affordable Care Act amended the Employee Retirement Income Security Act, the 
Internal Revenue Code, and the PHS Act. However, only the Department of Health and 
Human Services has jurisdiction over state and local government plans and individual market 
plans, so there will be no duplication of effort. 

 
5.  If the collection of information impacts small businesses or other small entities (Item 5 of OMB Form 83-I), 
describe any methods used to minimize burden. 
 

The information collection does not impact small businesses or entities.   
 

6.  Describe the consequence to Federal program or policy activities if the collection is not conducted or is 
conducted less frequently, as well as any technical or legal obstacles to reducing burden. 
 

 If this information were conducted less frequently, affected individuals would not be 
notified of potential rescission, individuals whose coverage had ended due to reaching a 
lifetime limit on the dollar value of all benefits would not be notified of their opportunity to 
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enroll, and individuals would not be informed of their right to choose a primary care provider 
or pediatrician and to use obstetrical/gynecological services without prior authorization. 

 
7.  Explain any special circumstances that would cause an information collection to be conducted in a manner: 
 

 requiring respondents to report information to the agency more often than quarterly; 

 requiring respondents to prepare a written response to a collection of information in fewer than 
30 days after receipt of it; 

 requiring respondents to submit more than an original and two copies of any document; 
 requiring respondents to retain records, other than health, medical, government contract, grant-

in-aid, or tax records for more than three years; 
 in connection with a statistical survey, that is not designed to produce valid and reliable results 

that can be generalized to the universe of study; 

 requiring the use of a statistical data classification that has not been reviewed and approved by 
OMB; 

 that includes a pledge of confidentiality that is not supported by authority established in statute or 
regulation, that is not supported by disclosure and data security policies that are consistent with 
the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible 
confidential use; or 

 requiring respondents to submit proprietary trade secret, or other confidential information unless 
the agency can demonstrate that it has instituted procedures to protect the information's 
confidentiality to the extent permitted by law. 

 
None. 

 
8.  If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the 
agency's notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission 
to OMB.  Summarize public comments received in response to that notice and describe actions taken by the agency 
in response to these comments.  Specifically address comments received on cost and hour burden. 
 
Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, 
frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on 
the data elements to be recorded, disclosed, or reported. 
 
Consultation with representatives of those from whom information is to be obtained or those who must compile 
records should occur at least once every 3 years -- even if the collection of information activity is the same as in 
prior periods.  There may be circumstances that may preclude consultation in a specific situation.  These 
circumstances should be explained. 

 
The interim final regulations provide the public with a 60-day period to submit written 

comments on the rule. 
 

9.  Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or 
grantees. 
 

None. 
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10.  Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, 
regulation, or agency policy. 
 
 Not applicable 
 
11.  Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, 
religious beliefs, and other matters that are commonly considered private.  This justification should include the 
reasons why the agency considers the questions necessary, the specific uses to be made of the information, the 
explanation to be given to persons from whom the information is requested, and any steps to be taken to obtain their 
consent. 
 
 Not applicable. 
 
12.  Provide estimates of the hour burden of the collection of information.  The statement should indicate the number 
of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.  
Unless directed to do so, agencies should not conduct special surveys to obtain information on which to base hour 
burden estimates.  Consultation with a sample (fewer than 10) of potential respondents is desirable.  If the hour 
burden on respondents is expected to vary widely because of differences in activity, size, or complexity, show the 
range of estimated hour burden, and explain the reasons for the variance.  Generally, estimates should not include 
burden hours for customary and usual business practices. 
 

 If this request for approval covers more than one form, provide separate hour burden estimates for each 
form and aggregate the hour burdens in Item 13 of OMB Form 83-I. 

 

 Provide estimates of annualized cost to respondents for the hour burdens for collections of information, 
identifying and using appropriate wage rate categories.  The cost of contracting out or paying outside 
parties for information collection activities should not be included here.  Instead, this cost should be 
included in Item 14. 

 
 The cost of contracting out or paying outside parties for information collection activities should not be 

included here.  Instead, this cost should be included in Item 14. 
 

Section 2711 Lifetime limits 

The Department estimates that approximately 13,182 individuals qualify for this 
enrollment right, which as discussed more fully below, should be considered an upper bound. 
The estimate is based on the following methodology.   The Department estimates that of the 
approximately 16.5 million individuals1 covered by family policies in the individual market, 89 
percent of such individuals have a policy with a lifetime limit.2  The Department also estimates 
that out of the approximately 40.1 million individuals covered by public, non-Federal employer 

                                                           
1 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
2 The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17. 
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group health plans sponsored by state and local governments,3 63 percent of such individuals are 
covered by plans with lifetime limits.4   
 While limited data are available regarding lifetime limits, the Department estimated that 
the average lifetime limit across all markets is about $4.7 million,5 which means that an 
individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 
during one year or across many years.  Although the Department is unable to track spending 
across time to estimate the number of individuals that would reach the lifetime limit, the 
Departments estimate that about 0.033 percent of individuals incur more than $1 million in 
medical spending in a year.6  If these individuals incurred this amount every year, 13,000 
individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  
First, individuals who incur $1 million of medical expenses in a year would need to sustain this 
level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime 
limit is reset if he switches employers or, for employees who work for employers with multiple 
health insurance coverage options, switches to a different health insurance plan.   
 The interim final regulations require plans or insurers to notify individuals whose 
coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 
now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all 
plans and policies (including self-insured plans that are administered by insurers) will be 
prepared by the estimated 630 health insurers operating in the United States.7  On average, the 
Department expects that one-half hour of a legal professional’s time, valued as $119, will be 
required to draft this notice, resulting in an hour burden of approximately 200 hours with an 
equivalent cost of $19,000. 
 The Department assumes that plans and insurers track information regarding individuals 
that have lost coverage due to reaching a lifetime limit (including contact information) in their 
administrative records.  Based on the foregoing, the Departments estimate that, on average, five 
minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to 
incorporate the specific information into the notice and mail the estimated 13,000 notices.  This 
results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of 
$29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an 
equivalent cost of $48,000. 

                                                           
3 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 

4 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
5 The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of 
Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; 
and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
6 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
7 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments 
have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the 
individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare 
(2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments of Labor/Treasury 
and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315). 
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Section 2712 Recissions 
This analysis assumes that rescissions only occur in the individual health insurance market, 
because rescissions in the group market are rare. The Department estimates that there are 
approximately 7.1 million individual policies in the individual market during a year.  A report on 
rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time 
period.  Based on these numbers, the Department estimates that approximately 10,700 policies 
are rescinded during a year, which would result in 10,700 notices being sent to affected 
policyholders. The Department estimates that 15 minutes of legal profession time at $119 per 
hour would be required by the estimated 490 insurers in the individual market to prepare the 
notice and one minute per notice of clerical professional time at $26 per hour would be required 
to distribute the notice. This results in an hour burden of approximately 300 hours with an 
equivalent cost of approximately $19,200. 
 
Section 2719a Patient Protection Disclosure  
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the 
Department estimates that 14,000 state and local governmental plans will need to notify 
approximately 2.6 million policy holders of their plans’ policy in regards to designating a 
primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers 
providing coverage in the individual market will need to notify an estimated 55,000 policy 
holders of their policy in regards to designating a primary care physician and for obstetrical or 
gynecological visits. These estimates are based on the assumption that 22 percent of group plans 
and 40 percent of individual policies will not have grandfathered health plan status in 2011.8 
 Because the interim final regulations provide model language for this purpose, the 
Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be 
required to incorporate the required language into the plan document and ten minutes of a human 
resource professional’s time (with a labor rate of $89.12/hour) will be required to review the 
modified language. 9  Therefore, the Department estimates that plans and insurers will incur a 
one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure 
requirement. 

Plans that relinquish their grandfathered status in subsequent years will also become 
subject to this notice requirement and incur a cost to prepare and distribute the notice in the year 
they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the 
individual market will also have to receive this notice.  The Department estimates a total hour 
burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered 
status in such years.   
 
                                                           
8 The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  
The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on 
HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  
The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final 
Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and 
Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE] 
9 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, 
Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics). 
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13.  Provide an estimate of the total annual cost burden to respondents or record-keepers resulting from the 
collection of information.  (Do not include the cost of any hour burden shown in Items 12.) 
 
Section 2711 Lifetime limits  

The associated cost burden of the rule results from material and mailing cost to distribute 
the estimated 13,000 notices.  The Department estimates that the notice will be one-page in 
length, material and print costs will be five cents per page, and postage will be 44 cents per 
notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of 
approximately $6,500 to mail the notices.   

 
Section 2712 Recissions 

The Department estimates that the notice will require one page, five cents per page 
printing and material cost will be incurred, and 38 percent of the notices will be delivered 
electronically.  The Department estimates that the cost burden associated with mailing the 
notices to 10,700 affected policy holders will be approximately $5,200.  
 
Section 2719a Patient Protections Disclosure 

The Department assumes that only printing and material costs are associated with the 
disclosure requirement, because the interim final regulations provide model language that can be 
incorporated into existing plan documents, such as an SPD.  The Department estimates that the 
notice will require one-half of a page, five cents per page printing and material cost will be 
incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 
burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). There will 
also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.     

 
14.  Provide estimates of annualized cost to the Federal government.  Also, provide a description of the method used 
to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, 
printing, and support staff), and any other expense that would not have been incurred without this collection of 
information.  Agencies also may aggregate cost estimates from Items 12, 13, and 14 in a single table. 
 

Not applicable.  
 
15.  Explain the reasons for any program changes or adjustments reporting in Items 13 or 14 of the OMB Form 83-
I. 
 
 This is a new information collection. 
 
16.  For collections of information whose results will be published, outline plans for tabulation, and publication.  
Address any complex analytical techniques that will be used.  Provide the time schedule for the entire project, 
including beginning and ending dates of the collection of information, completion of report, publication dates, and 
other actions. 
 

There are no plans to publish the results of this collection of information. 
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17.  If seeking approval to not display the expiration date for OMB approval of the information collection, explain 
the reasons that display would be inappropriate. 
 

The OMB expiration date will be published in the Federal Register following OMB 
approval. 
 
 
18.  Explain each exception to the certification statement identified in Item 19, "Certification for Paperwork 
Reduction Act Submission," of OMB 83-I. 
 

None. 
 
B. Collections of Information Employing Statistical Methods 
 

Not applicable. 
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From: Jessup, Amber (HHS/ASPE)
To: Jones, Martique S. (CMS/OSORA)
Cc: Parham, William N. (CMS/OEORA); Mayhew, James A. (CMS/CPC)
Subject: RE: 4-pack formally 5-p
Date: Friday, June 18, 2010 5:00:18 PM
Attachments: SSPPACApkg6-18-10.doc

Yes.  The PRA has been updated.  I sent Bill the revised supporting statement this afternoon.  Here it
is.
 
Have a great weekend!
 
Amber
 
 

From: Jones, Martique S. (CMS/OSORA)
Sent: Fri 6/18/2010 4:43 PM
To: Jessup, Amber (HHS/ASPE)
Cc: PARHAM, WILLIAM N. (CMS/OSORA); Mayhew, James A. (CMS/CPC)
Subject: 4-pack formally 5-pack

Amber—I just heard that the final revisions have been made to the impact analysis.  Does this
affect any numbers in the PRA?  Thanks
 
Martique S. Jones
Director, Div. of Regulation Development/ PRA Team Lead
Office of Strategic Operations and Regulatory Affairs
Centers for Medicare & Medicaid Services
410-786-4674
Martique.Jones@cms.hhs.gov
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SUPPORTING STATEMENT FOR PAPERWORK REDUCTION ACT 1995 SUBMISSIONS


A.  Justification


1.  Explain the circumstances that make the collection of information necessary.  Identify any legal or administrative requirements that necessitate the collection.  Attach a copy of the appropriate section of each statute and regulation mandating or authorizing the collection of information.


The Patient Protection and Affordable Care Act (the Affordable Care Act) was enacted by President Obama on March 23, 2010. Provisions 2711, 2712, and 2719a of the Affordable Care Act contain enrollment opportunity, rescission notice, and patient protection disclosure requirements that are subject to the Paperwork Reduction Act of 1995.  

Section 2711 of the PHS Act amended by the Affordable Care Act requires a plan or issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an open enrollment period and regardless of when any open enrollment period might otherwise occur.  This enrollment opportunity must be presented not later than the first day of the first plan year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first day of the first plan year (or policy year in the individual market) beginning on or after September 23, 2010.


Section 2712 of the PHS Act amended by the Affordable Care Act prohibits group health plans and health insurance issuers that offer group or individual health insurance coverage generally from rescinding coverage under the plan, policy, certificate, or contract of insurance from the individual covered under the plan or coverage unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  These interim final regulations provide that a group health plan or a health insurance issuer offering group health insurance coverage must provide at least 30 days advance notice to an individual before coverage may be rescinded.

Section 2719A of the PHS Act amended by the Affordable Care Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professionals  The Departments believe it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscriber) of these rights when applicable.  Model language is provided in the interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.  


2.  Indicate how, by whom, and for what purpose the information is to be used.  Except for a new collection, indicate the actual use the agency has made of the information received from the current collection.

The enrollment opportunity notice will be used by health plans to notify certain individuals of their right to re-enroll in their plan. The affected individuals are those whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any individual.


The rescission notice will be used by health plans to provide advance notice to certain individuals that their coverage may be rescinded. The affected individuals are those who are at risk of rescission on their health insurance coverage.

The patient protection notification will be used by health plans to inform certain individuals of their right to choose a primary care provider or pediatrician and to use obstetrical/gynecological services without prior authorization.

3.  Describe whether, and to what extent, the collection of information involves the use of automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting electronic submission of responses, and the basis for the decision for adopting this means of collection.  Also describe any consideration for using information technology to reduce burden.


The regulation does not require or restrict plans or issuers from using electronic technology to provide either disclosure. 

4. Describe efforts to identify duplication.  Show specifically why any similar information already available cannot be used or modified for use for the purposes described in Item 2 above.



The Affordable Care Act amended the Employee Retirement Income Security Act, the Internal Revenue Code, and the PHS Act. However, only the Department of Health and Human Services has jurisdiction over state and local government plans and individual market plans, so there will be no duplication of effort.


5.  If the collection of information impacts small businesses or other small entities (Item 5 of OMB Form 83-I), describe any methods used to minimize burden.


The information collection does not impact small businesses or entities.  


6.  Describe the consequence to Federal program or policy activities if the collection is not conducted or is conducted less frequently, as well as any technical or legal obstacles to reducing burden.



If this information were conducted less frequently, affected individuals would not be notified of potential rescission, individuals whose coverage had ended due to reaching a lifetime limit on the dollar value of all benefits would not be notified of their opportunity to enroll, and individuals would not be informed of their right to choose a primary care provider or pediatrician and to use obstetrical/gynecological services without prior authorization.

7.  Explain any special circumstances that would cause an information collection to be conducted in a manner:

· requiring respondents to report information to the agency more often than quarterly;


· requiring respondents to prepare a written response to a collection of information in fewer than 30 days after receipt of it;

· requiring respondents to submit more than an original and two copies of any document;

· requiring respondents to retain records, other than health, medical, government contract, grant-in-aid, or tax records for more than three years;


· in connection with a statistical survey, that is not designed to produce valid and reliable results that can be generalized to the universe of study;


· requiring the use of a statistical data classification that has not been reviewed and approved by OMB;

· that includes a pledge of confidentiality that is not supported by authority established in statute or regulation, that is not supported by disclosure and data security policies that are consistent with the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible confidential use; or


· requiring respondents to submit proprietary trade secret, or other confidential information unless the agency can demonstrate that it has instituted procedures to protect the information's confidentiality to the extent permitted by law.

None.


8.  If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the agency's notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission to OMB.  Summarize public comments received in response to that notice and describe actions taken by the agency in response to these comments.  Specifically address comments received on cost and hour burden.

Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on the data elements to be recorded, disclosed, or reported.


Consultation with representatives of those from whom information is to be obtained or those who must compile records should occur at least once every 3 years -- even if the collection of information activity is the same as in prior periods.  There may be circumstances that may preclude consultation in a specific situation.  These circumstances should be explained.

The interim final regulations provide the public with a 60-day period to submit written comments on the rule.

9.  Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or grantees.

None.


10.  Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, regulation, or agency policy.


Not applicable

11.  Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, religious beliefs, and other matters that are commonly considered private.  This justification should include the reasons why the agency considers the questions necessary, the specific uses to be made of the information, the explanation to be given to persons from whom the information is requested, and any steps to be taken to obtain their consent.


Not applicable.

12.  Provide estimates of the hour burden of the collection of information.  The statement should indicate the number of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.  Unless directed to do so, agencies should not conduct special surveys to obtain information on which to base hour burden estimates.  Consultation with a sample (fewer than 10) of potential respondents is desirable.  If the hour burden on respondents is expected to vary widely because of differences in activity, size, or complexity, show the range of estimated hour burden, and explain the reasons for the variance.  Generally, estimates should not include burden hours for customary and usual business practices.

· If this request for approval covers more than one form, provide separate hour burden estimates for each form and aggregate the hour burdens in Item 13 of OMB Form 83-I.


· Provide estimates of annualized cost to respondents for the hour burdens for collections of information, identifying and using appropriate wage rate categories.  The cost of contracting out or paying outside parties for information collection activities should not be included here.  Instead, this cost should be included in Item 14.

· The cost of contracting out or paying outside parties for information collection activities should not be included here.  Instead, this cost should be included in Item 14.

Section 2711 Lifetime limits


The Department estimates that approximately 13,182 individuals qualify for this enrollment right, which as discussed more fully below, should be considered an upper bound. The estimate is based on the following methodology.   The Department estimates that of the approximately 16.5 million individuals
 covered by family policies in the individual market, 89 percent of such individuals have a policy with a lifetime limit.
  The Department also estimates that out of the approximately 40.1 million individuals covered by public, non-Federal employer group health plans sponsored by state and local governments,
 63 percent of such individuals are covered by plans with lifetime limits.
  



While limited data are available regarding lifetime limits, the Department estimated that the average lifetime limit across all markets is about $4.7 million,
 which means that an individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses during one year or across many years.  Although the Department is unable to track spending across time to estimate the number of individuals that would reach the lifetime limit, the Departments estimate that about 0.033 percent of individuals incur more than $1 million in medical spending in a year.
  If these individuals incurred this amount every year, 13,000 individuals would incur expenses of at least $4.7 million limit by the fifth year. 


There are several reasons to suspect that these assumptions lead to an over-estimate.  First, individuals who incur $1 million of medical expenses in a year would need to sustain this level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime limit is reset if he switches employers or, for employees who work for employers with multiple health insurance coverage options, switches to a different health insurance plan.  



The interim final regulations require plans or insurers to notify individuals whose coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all plans and policies (including self-insured plans that are administered by insurers) will be prepared by the estimated 630 health insurers operating in the United States.
  On average, the Department expects that one-half hour of a legal professional’s time, valued as $119, will be required to draft this notice, resulting in an hour burden of approximately 200 hours with an equivalent cost of $19,000.



The Department assumes that plans and insurers track information regarding individuals that have lost coverage due to reaching a lifetime limit (including contact information) in their administrative records.  Based on the foregoing, the Departments estimate that, on average, five minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to incorporate the specific information into the notice and mail the estimated 13,000 notices.  This results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of $29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an equivalent cost of $48,000.


Section 2712 Recissions

This analysis assumes that rescissions only occur in the individual health insurance market, because rescissions in the group market are rare. The Department estimates that there are approximately 7.1 million individual policies in the individual market during a year.  A report on rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time period.  Based on these numbers, the Department estimates that approximately 10,700 policies are rescinded during a year, which would result in 10,700 notices being sent to affected policyholders. The Department estimates that 15 minutes of legal profession time at $119 per hour would be required by the estimated 490 insurers in the individual market to prepare the notice and one minute per notice of clerical professional time at $26 per hour would be required to distribute the notice. This results in an hour burden of approximately 300 hours with an equivalent cost of approximately $19,200.

Section 2719a Patient Protection Disclosure 


In order to satisfy the interim final regulations’ patient protection disclosure requirement, the Department estimates that 14,000 state and local governmental plans will need to notify approximately 2.6 million policy holders of their plans’ policy in regards to designating a primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers providing coverage in the individual market will need to notify an estimated 55,000 policy holders of their policy in regards to designating a primary care physician and for obstetrical or gynecological visits. These estimates are based on the assumption that 22 percent of group plans and 40 percent of individual policies will not have grandfathered health plan status in 2011.



Because the interim final regulations provide model language for this purpose, the Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be required to incorporate the required language into the plan document and ten minutes of a human resource professional’s time (with a labor rate of $89.12/hour) will be required to review the modified language. 
  Therefore, the Department estimates that plans and insurers will incur a one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure requirement.

Plans that relinquish their grandfathered status in subsequent years will also become subject to this notice requirement and incur a cost to prepare and distribute the notice in the year they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the individual market will also have to receive this notice.  The Department estimates a total hour burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered status in such years.  


13.  Provide an estimate of the total annual cost burden to respondents or record-keepers resulting from the collection of information.  (Do not include the cost of any hour burden shown in Items 12.)

Section 2711 Lifetime limits 


The associated cost burden of the rule results from material and mailing cost to distribute the estimated 13,000 notices.  The Department estimates that the notice will be one-page in length, material and print costs will be five cents per page, and postage will be 44 cents per notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of approximately $6,500 to mail the notices.  


Section 2712 Recissions


The Department estimates that the notice will require one page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  The Department estimates that the cost burden associated with mailing the notices to 10,700 affected policy holders will be approximately $5,200. 


Section 2719a Patient Protections Disclosure


The Department assumes that only printing and material costs are associated with the disclosure requirement, because the interim final regulations provide model language that can be incorporated into existing plan documents, such as an SPD.  The Department estimates that the notice will require one-half of a page, five cents per page printing and material cost will be incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). There will also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.   


14.  Provide estimates of annualized cost to the Federal government.  Also, provide a description of the method used to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, printing, and support staff), and any other expense that would not have been incurred without this collection of information.  Agencies also may aggregate cost estimates from Items 12, 13, and 14 in a single table.

Not applicable.


15.  Explain the reasons for any program changes or adjustments reporting in Items 13 or 14 of the OMB Form 83-I.



This is a new information collection.


16.  For collections of information whose results will be published, outline plans for tabulation, and publication.  Address any complex analytical techniques that will be used.  Provide the time schedule for the entire project, including beginning and ending dates of the collection of information, completion of report, publication dates, and other actions.

There are no plans to publish the results of this collection of information.


17.  If seeking approval to not display the expiration date for OMB approval of the information collection, explain the reasons that display would be inappropriate.

The OMB expiration date will be published in the Federal Register following OMB approval.


18.  Explain each exception to the certification statement identified in Item 19, "Certification for Paperwork Reduction Act Submission," of OMB 83-I.

None.


B.
Collections of Information Employing Statistical Methods


Not applicable.


� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 10 and Table 17.


� The Department’s estimate is based on the 2009 March Current Population Survey (CPS).


� The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), at  �HYPERLINK "http://ehbs.kff.org/pdf/2009/7936.pdf"�http://ehbs.kff.org/pdf/2009/7936.pdf�, Exhibit 13.12.


� The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at �HYPERLINK "http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf"�http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf�, Table 17; and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22.


� The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures.


� While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare (2009), at � HYPERLINK "http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx" ��http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx�.  Because the hour and cost burden is shared among the Departments of Labor/Treasury and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315).


� The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [Insert Federal Register cite]


� EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics).
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SUPPORTING STATEMENT FOR PAPERWORK REDUCTION ACT 1995 SUBMISSIONS 
 
A.  Justification 
 
1.  Explain the circumstances that make the collection of information necessary.  Identify any legal or administrative 
requirements that necessitate the collection.  Attach a copy of the appropriate section of each statute and regulation 
mandating or authorizing the collection of information. 
 

The Patient Protection and Affordable Care Act (the Affordable Care Act) was enacted 
by President Obama on March 23, 2010. Provisions 2711, 2712, and 2719a of the Affordable 
Care Act contain enrollment opportunity, rescission notice, and patient protection disclosure 
requirements that are subject to the Paperwork Reduction Act of 1995.   

Section 2711 of the PHS Act amended by the Affordable Care Act requires a plan or 
issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the 
dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to 
enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an 
open enrollment period and regardless of when any open enrollment period might otherwise 
occur.  This enrollment opportunity must be presented not later than the first day of the first plan 
year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which 
is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first 
day of the first plan year (or policy year in the individual market) beginning on or after 
September 23, 2010. 
 Section 2712 of the PHS Act amended by the Affordable Care Act prohibits group health 
plans and health insurance issuers that offer group or individual health insurance coverage 
generally from rescinding coverage under the plan, policy, certificate, or contract of insurance 
from the individual covered under the plan or coverage unless the individual (or a person seeking 
coverage on behalf of the individual) performs an act, practice, or omission that constitutes 
fraud, or unless the individual makes an intentional misrepresentation of material fact, as 
prohibited by the terms of the plan or coverage.  These interim final regulations provide that a 
group health plan or a health insurance issuer offering group health insurance coverage must 
provide at least 30 days advance notice to an individual before coverage may be rescinded. 

Section 2719A of the PHS Act amended by the Affordable Care Act imposes, with 
respect to a group health plan, or group or individual health insurance coverage, a set of three 
requirements relating to the choice of a health care professionals  The Departments believe it is 
important that individuals enrolled in a plan or health insurance coverage know of their rights to 
(1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or 
subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care 
without prior authorization.  Accordingly, these interim final regulations require such plans and 
issuers to provide a notice to participants (in the individual market, primary subscriber) of these 
rights when applicable.  Model language is provided in the interim final regulations.  The notice 
must be provided whenever the plan or issuer provides a participant with a summary plan 
description or other similar description of benefits under the plan or health insurance coverage, 
or in the individual market, provides a primary subscriber with a policy, certificate, or contract of 
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health insurance.   
 
2.  Indicate how, by whom, and for what purpose the information is to be used.  Except for a new collection, indicate 
the actual use the agency has made of the information received from the current collection. 
 

The enrollment opportunity notice will be used by health plans to notify certain 
individuals of their right to re-enroll in their plan. The affected individuals are those whose 
coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any 
individual. 

The rescission notice will be used by health plans to provide advance notice to certain 
individuals that their coverage may be rescinded. The affected individuals are those who are at 
risk of rescission on their health insurance coverage. 

The patient protection notification will be used by health plans to inform certain 
individuals of their right to choose a primary care provider or pediatrician and to use 
obstetrical/gynecological services without prior authorization. 

 
3.  Describe whether, and to what extent, the collection of information involves the use of automated, electronic, 
mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting 
electronic submission of responses, and the basis for the decision for adopting this means of collection.  Also 
describe any consideration for using information technology to reduce burden. 
 

The regulation does not require or restrict plans or issuers from using electronic 
technology to provide either disclosure.  

 
4. Describe efforts to identify duplication.  Show specifically why any similar information already available 

cannot be used or modified for use for the purposes described in Item 2 above. 
 

 The Affordable Care Act amended the Employee Retirement Income Security Act, the 
Internal Revenue Code, and the PHS Act. However, only the Department of Health and 
Human Services has jurisdiction over state and local government plans and individual market 
plans, so there will be no duplication of effort. 

 
5.  If the collection of information impacts small businesses or other small entities (Item 5 of OMB Form 83-I), 
describe any methods used to minimize burden. 
 

The information collection does not impact small businesses or entities.   
 

6.  Describe the consequence to Federal program or policy activities if the collection is not conducted or is 
conducted less frequently, as well as any technical or legal obstacles to reducing burden. 
 

 If this information were conducted less frequently, affected individuals would not be 
notified of potential rescission, individuals whose coverage had ended due to reaching a 
lifetime limit on the dollar value of all benefits would not be notified of their opportunity to 
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enroll, and individuals would not be informed of their right to choose a primary care provider 
or pediatrician and to use obstetrical/gynecological services without prior authorization. 

 
7.  Explain any special circumstances that would cause an information collection to be conducted in a manner: 
 

 requiring respondents to report information to the agency more often than quarterly; 

 requiring respondents to prepare a written response to a collection of information in fewer than 
30 days after receipt of it; 

 requiring respondents to submit more than an original and two copies of any document; 
 requiring respondents to retain records, other than health, medical, government contract, grant-

in-aid, or tax records for more than three years; 
 in connection with a statistical survey, that is not designed to produce valid and reliable results 

that can be generalized to the universe of study; 

 requiring the use of a statistical data classification that has not been reviewed and approved by 
OMB; 

 that includes a pledge of confidentiality that is not supported by authority established in statute or 
regulation, that is not supported by disclosure and data security policies that are consistent with 
the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible 
confidential use; or 

 requiring respondents to submit proprietary trade secret, or other confidential information unless 
the agency can demonstrate that it has instituted procedures to protect the information's 
confidentiality to the extent permitted by law. 

 
None. 

 
8.  If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the 
agency's notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission 
to OMB.  Summarize public comments received in response to that notice and describe actions taken by the agency 
in response to these comments.  Specifically address comments received on cost and hour burden. 
 
Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, 
frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on 
the data elements to be recorded, disclosed, or reported. 
 
Consultation with representatives of those from whom information is to be obtained or those who must compile 
records should occur at least once every 3 years -- even if the collection of information activity is the same as in 
prior periods.  There may be circumstances that may preclude consultation in a specific situation.  These 
circumstances should be explained. 

 
The interim final regulations provide the public with a 60-day period to submit written 

comments on the rule. 
 

9.  Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or 
grantees. 
 

None. 
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10.  Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, 
regulation, or agency policy. 
 
 Not applicable 
 
11.  Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, 
religious beliefs, and other matters that are commonly considered private.  This justification should include the 
reasons why the agency considers the questions necessary, the specific uses to be made of the information, the 
explanation to be given to persons from whom the information is requested, and any steps to be taken to obtain their 
consent. 
 
 Not applicable. 
 
12.  Provide estimates of the hour burden of the collection of information.  The statement should indicate the number 
of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.  
Unless directed to do so, agencies should not conduct special surveys to obtain information on which to base hour 
burden estimates.  Consultation with a sample (fewer than 10) of potential respondents is desirable.  If the hour 
burden on respondents is expected to vary widely because of differences in activity, size, or complexity, show the 
range of estimated hour burden, and explain the reasons for the variance.  Generally, estimates should not include 
burden hours for customary and usual business practices. 
 

 If this request for approval covers more than one form, provide separate hour burden estimates for each 
form and aggregate the hour burdens in Item 13 of OMB Form 83-I. 

 

 Provide estimates of annualized cost to respondents for the hour burdens for collections of information, 
identifying and using appropriate wage rate categories.  The cost of contracting out or paying outside 
parties for information collection activities should not be included here.  Instead, this cost should be 
included in Item 14. 

 
 The cost of contracting out or paying outside parties for information collection activities should not be 

included here.  Instead, this cost should be included in Item 14. 
 

Section 2711 Lifetime limits 

The Department estimates that approximately 13,182 individuals qualify for this 
enrollment right, which as discussed more fully below, should be considered an upper bound. 
The estimate is based on the following methodology.   The Department estimates that of the 
approximately 16.5 million individuals1 covered by family policies in the individual market, 89 
percent of such individuals have a policy with a lifetime limit.2  The Department also estimates 
that out of the approximately 40.1 million individuals covered by public, non-Federal employer 

                                                           
1 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
2 The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17. 
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group health plans sponsored by state and local governments,3 63 percent of such individuals are 
covered by plans with lifetime limits.4   
 While limited data are available regarding lifetime limits, the Department estimated that 
the average lifetime limit across all markets is about $4.7 million,5 which means that an 
individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 
during one year or across many years.  Although the Department is unable to track spending 
across time to estimate the number of individuals that would reach the lifetime limit, the 
Departments estimate that about 0.033 percent of individuals incur more than $1 million in 
medical spending in a year.6  If these individuals incurred this amount every year, 13,000 
individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  
First, individuals who incur $1 million of medical expenses in a year would need to sustain this 
level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime 
limit is reset if he switches employers or, for employees who work for employers with multiple 
health insurance coverage options, switches to a different health insurance plan.   
 The interim final regulations require plans or insurers to notify individuals whose 
coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 
now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all 
plans and policies (including self-insured plans that are administered by insurers) will be 
prepared by the estimated 630 health insurers operating in the United States.7  On average, the 
Department expects that one-half hour of a legal professional’s time, valued as $119, will be 
required to draft this notice, resulting in an hour burden of approximately 200 hours with an 
equivalent cost of $19,000. 
 The Department assumes that plans and insurers track information regarding individuals 
that have lost coverage due to reaching a lifetime limit (including contact information) in their 
administrative records.  Based on the foregoing, the Departments estimate that, on average, five 
minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to 
incorporate the specific information into the notice and mail the estimated 13,000 notices.  This 
results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of 
$29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an 
equivalent cost of $48,000. 

                                                           
3 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 

4 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
5 The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of 
Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; 
and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
6 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
7 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments 
have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the 
individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare 
(2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments of Labor/Treasury 
and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315). 
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Section 2712 Recissions 
This analysis assumes that rescissions only occur in the individual health insurance market, 
because rescissions in the group market are rare. The Department estimates that there are 
approximately 7.1 million individual policies in the individual market during a year.  A report on 
rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time 
period.  Based on these numbers, the Department estimates that approximately 10,700 policies 
are rescinded during a year, which would result in 10,700 notices being sent to affected 
policyholders. The Department estimates that 15 minutes of legal profession time at $119 per 
hour would be required by the estimated 490 insurers in the individual market to prepare the 
notice and one minute per notice of clerical professional time at $26 per hour would be required 
to distribute the notice. This results in an hour burden of approximately 300 hours with an 
equivalent cost of approximately $19,200. 
 
Section 2719a Patient Protection Disclosure  
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the 
Department estimates that 14,000 state and local governmental plans will need to notify 
approximately 2.6 million policy holders of their plans’ policy in regards to designating a 
primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers 
providing coverage in the individual market will need to notify an estimated 55,000 policy 
holders of their policy in regards to designating a primary care physician and for obstetrical or 
gynecological visits. These estimates are based on the assumption that 22 percent of group plans 
and 40 percent of individual policies will not have grandfathered health plan status in 2011.8 
 Because the interim final regulations provide model language for this purpose, the 
Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be 
required to incorporate the required language into the plan document and ten minutes of a human 
resource professional’s time (with a labor rate of $89.12/hour) will be required to review the 
modified language. 9  Therefore, the Department estimates that plans and insurers will incur a 
one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure 
requirement. 

Plans that relinquish their grandfathered status in subsequent years will also become 
subject to this notice requirement and incur a cost to prepare and distribute the notice in the year 
they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the 
individual market will also have to receive this notice.  The Department estimates a total hour 
burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered 
status in such years.   
 
                                                           
8 The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  
The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on 
HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  
The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final 
Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and 
Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE] 
9 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, 
Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics). 
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13.  Provide an estimate of the total annual cost burden to respondents or record-keepers resulting from the 
collection of information.  (Do not include the cost of any hour burden shown in Items 12.) 
 
Section 2711 Lifetime limits  

The associated cost burden of the rule results from material and mailing cost to distribute 
the estimated 13,000 notices.  The Department estimates that the notice will be one-page in 
length, material and print costs will be five cents per page, and postage will be 44 cents per 
notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of 
approximately $6,500 to mail the notices.   

 
Section 2712 Recissions 

The Department estimates that the notice will require one page, five cents per page 
printing and material cost will be incurred, and 38 percent of the notices will be delivered 
electronically.  The Department estimates that the cost burden associated with mailing the 
notices to 10,700 affected policy holders will be approximately $5,200.  
 
Section 2719a Patient Protections Disclosure 

The Department assumes that only printing and material costs are associated with the 
disclosure requirement, because the interim final regulations provide model language that can be 
incorporated into existing plan documents, such as an SPD.  The Department estimates that the 
notice will require one-half of a page, five cents per page printing and material cost will be 
incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 
burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). There will 
also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.     

 
14.  Provide estimates of annualized cost to the Federal government.  Also, provide a description of the method used 
to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, 
printing, and support staff), and any other expense that would not have been incurred without this collection of 
information.  Agencies also may aggregate cost estimates from Items 12, 13, and 14 in a single table. 
 

Not applicable.  
 
15.  Explain the reasons for any program changes or adjustments reporting in Items 13 or 14 of the OMB Form 83-
I. 
 
 This is a new information collection. 
 
16.  For collections of information whose results will be published, outline plans for tabulation, and publication.  
Address any complex analytical techniques that will be used.  Provide the time schedule for the entire project, 
including beginning and ending dates of the collection of information, completion of report, publication dates, and 
other actions. 
 

There are no plans to publish the results of this collection of information. 
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17.  If seeking approval to not display the expiration date for OMB approval of the information collection, explain 
the reasons that display would be inappropriate. 
 

The OMB expiration date will be published in the Federal Register following OMB 
approval. 
 
 
18.  Explain each exception to the certification statement identified in Item 19, "Certification for Paperwork 
Reduction Act Submission," of OMB 83-I. 
 

None. 
 
B. Collections of Information Employing Statistical Methods 
 

Not applicable. 
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From: Swann, Renee L. (CMS/OEORA)
To: Mayhew, James A. (CMS/CPC)
Cc: Parker, Lisa M. (CMS/OCSQ)
Subject: Pkg of 4 Overview and Reg Text 6 18 10 245pm clean.doc
Date: Friday, June 18, 2010 4:14:06 PM
Attachments: Pkg of 4 Overview and Reg Text 6 18 10 245pm clean.doc

Hi Jim:
 
Attached are my changes in redline strikeout.  I changed the OCIIO number from 9991 to
9994 throughout the document; added OFR for all instructions, for example, OFR insert
date…; and made corrected some typo errors.  You may want to review the signature page to
ensure that all signature are lined-up to the left.
 
Thanks
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Office of Consumer Information and Insurance Oversight
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45 CFR Parts 144, 146, and 147


RIN 0991-AB69

Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 

AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [OFR:  INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].

Comment date.  Comments are due on or before [OFR:  INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:

1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:



●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):



1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.



3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  


For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-


54.9815-2719AT...............................................................................................1545-


* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority:  

29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:

 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to part 147 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to part 147 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).

8.  Add  §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.


� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 


� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.


� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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SUPPORTING STATEMENT FOR PAPERWORK REDUCTION ACT 1995 SUBMISSIONS 
 
A.  Justification 
 
1.  Explain the circumstances that make the collection of information necessary.  Identify any legal or administrative 
requirements that necessitate the collection.  Attach a copy of the appropriate section of each statute and regulation 
mandating or authorizing the collection of information. 
 

The Patient Protection and Affordable Care Act (the Affordable Care Act) was enacted 
by President Obama on March 23, 2010. Provisions 2711, 2712, and 2719a of the Affordable 
Care Act contain enrollment opportunity, rescission notice, and patient protection disclosure 
requirements that are subject to the Paperwork Reduction Act of 1995.   

Section 2711 of the PHS Act amended by the Affordable Care Act requires a plan or 
issuer to provide an individual whose coverage ended due to reaching a lifetime limit on the 
dollar value of all benefits with an opportunity to enroll (including notice of an opportunity to 
enroll) that continues for at least 30 days, regardless of whether the plan or coverage offers an 
open enrollment period and regardless of when any open enrollment period might otherwise 
occur.  This enrollment opportunity must be presented not later than the first day of the first plan 
year (or, in the individual market, policy year) beginning on or after September 23, 2010 (which 
is the applicability date of PHS Act sections 2711).  Coverage must begin not later than the first 
day of the first plan year (or policy year in the individual market) beginning on or after 
September 23, 2010. 
 Section 2712 of the PHS Act amended by the Affordable Care Act prohibits group health 
plans and health insurance issuers that offer group or individual health insurance coverage 
generally from rescinding coverage under the plan, policy, certificate, or contract of insurance 
from the individual covered under the plan or coverage unless the individual (or a person seeking 
coverage on behalf of the individual) performs an act, practice, or omission that constitutes 
fraud, or unless the individual makes an intentional misrepresentation of material fact, as 
prohibited by the terms of the plan or coverage.  These interim final regulations provide that a 
group health plan or a health insurance issuer offering group health insurance coverage must 
provide at least 30 days advance notice to an individual before coverage may be rescinded. 

Section 2719A of the PHS Act amended by the Affordable Care Act imposes, with 
respect to a group health plan, or group or individual health insurance coverage, a set of three 
requirements relating to the choice of a health care professionals  The Departments believe it is 
important that individuals enrolled in a plan or health insurance coverage know of their rights to 
(1) choose a primary care provider or a pediatrician when a plan or issuer requires participants or 
subscribers to designate a primary care physician; or (2) obtain obstetrical or gynecological care 
without prior authorization.  Accordingly, these interim final regulations require such plans and 
issuers to provide a notice to participants (in the individual market, primary subscriber) of these 
rights when applicable.  Model language is provided in the interim final regulations.  The notice 
must be provided whenever the plan or issuer provides a participant with a summary plan 
description or other similar description of benefits under the plan or health insurance coverage, 
or in the individual market, provides a primary subscriber with a policy, certificate, or contract of 
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health insurance.   
 
2.  Indicate how, by whom, and for what purpose the information is to be used.  Except for a new collection, indicate 
the actual use the agency has made of the information received from the current collection. 
 

The enrollment opportunity notice will be used by health plans to notify certain 
individuals of their right to re-enroll in their plan. The affected individuals are those whose 
coverage ended due to reaching a lifetime limit on the dollar value of all benefits for any 
individual. 

The rescission notice will be used by health plans to provide advance notice to certain 
individuals that their coverage may be rescinded. The affected individuals are those who are at 
risk of rescission on their health insurance coverage. 

The patient protection notification will be used by health plans to inform certain 
individuals of their right to choose a primary care provider or pediatrician and to use 
obstetrical/gynecological services without prior authorization. 

 
3.  Describe whether, and to what extent, the collection of information involves the use of automated, electronic, 
mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting 
electronic submission of responses, and the basis for the decision for adopting this means of collection.  Also 
describe any consideration for using information technology to reduce burden. 
 

The regulation does not require or restrict plans or issuers from using electronic 
technology to provide either disclosure.  

 
4. Describe efforts to identify duplication.  Show specifically why any similar information already available 

cannot be used or modified for use for the purposes described in Item 2 above. 
 

 The Affordable Care Act amended the Employee Retirement Income Security Act, the 
Internal Revenue Code, and the PHS Act. However, only the Department of Health and 
Human Services has jurisdiction over state and local government plans and individual market 
plans, so there will be no duplication of effort. 

 
5.  If the collection of information impacts small businesses or other small entities (Item 5 of OMB Form 83-I), 
describe any methods used to minimize burden. 
 

The information collection does not impact small businesses or entities.   
 

6.  Describe the consequence to Federal program or policy activities if the collection is not conducted or is 
conducted less frequently, as well as any technical or legal obstacles to reducing burden. 
 

 If this information were conducted less frequently, affected individuals would not be 
notified of potential rescission, individuals whose coverage had ended due to reaching a 
lifetime limit on the dollar value of all benefits would not be notified of their opportunity to 
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enroll, and individuals would not be informed of their right to choose a primary care provider 
or pediatrician and to use obstetrical/gynecological services without prior authorization. 

 
7.  Explain any special circumstances that would cause an information collection to be conducted in a manner: 
 

 requiring respondents to report information to the agency more often than quarterly; 

 requiring respondents to prepare a written response to a collection of information in fewer than 
30 days after receipt of it; 

 requiring respondents to submit more than an original and two copies of any document; 
 requiring respondents to retain records, other than health, medical, government contract, grant-

in-aid, or tax records for more than three years; 
 in connection with a statistical survey, that is not designed to produce valid and reliable results 

that can be generalized to the universe of study; 

 requiring the use of a statistical data classification that has not been reviewed and approved by 
OMB; 

 that includes a pledge of confidentiality that is not supported by authority established in statute or 
regulation, that is not supported by disclosure and data security policies that are consistent with 
the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible 
confidential use; or 

 requiring respondents to submit proprietary trade secret, or other confidential information unless 
the agency can demonstrate that it has instituted procedures to protect the information's 
confidentiality to the extent permitted by law. 

 
None. 

 
8.  If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the 
agency's notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission 
to OMB.  Summarize public comments received in response to that notice and describe actions taken by the agency 
in response to these comments.  Specifically address comments received on cost and hour burden. 
 
Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, 
frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on 
the data elements to be recorded, disclosed, or reported. 
 
Consultation with representatives of those from whom information is to be obtained or those who must compile 
records should occur at least once every 3 years -- even if the collection of information activity is the same as in 
prior periods.  There may be circumstances that may preclude consultation in a specific situation.  These 
circumstances should be explained. 

 
The interim final regulations provide the public with a 60-day period to submit written 

comments on the rule. 
 

9.  Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or 
grantees. 
 

None. 
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10.  Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, 
regulation, or agency policy. 
 
 Not applicable 
 
11.  Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, 
religious beliefs, and other matters that are commonly considered private.  This justification should include the 
reasons why the agency considers the questions necessary, the specific uses to be made of the information, the 
explanation to be given to persons from whom the information is requested, and any steps to be taken to obtain their 
consent. 
 
 Not applicable. 
 
12.  Provide estimates of the hour burden of the collection of information.  The statement should indicate the number 
of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.  
Unless directed to do so, agencies should not conduct special surveys to obtain information on which to base hour 
burden estimates.  Consultation with a sample (fewer than 10) of potential respondents is desirable.  If the hour 
burden on respondents is expected to vary widely because of differences in activity, size, or complexity, show the 
range of estimated hour burden, and explain the reasons for the variance.  Generally, estimates should not include 
burden hours for customary and usual business practices. 
 

 If this request for approval covers more than one form, provide separate hour burden estimates for each 
form and aggregate the hour burdens in Item 13 of OMB Form 83-I. 

 

 Provide estimates of annualized cost to respondents for the hour burdens for collections of information, 
identifying and using appropriate wage rate categories.  The cost of contracting out or paying outside 
parties for information collection activities should not be included here.  Instead, this cost should be 
included in Item 14. 

 
 The cost of contracting out or paying outside parties for information collection activities should not be 

included here.  Instead, this cost should be included in Item 14. 
 

Section 2711 Lifetime limits 

The Department estimates that approximately 13,182 individuals qualify for this 
enrollment right, which as discussed more fully below, should be considered an upper bound. 
The estimate is based on the following methodology.   The Department estimates that of the 
approximately 16.5 million individuals1 covered by family policies in the individual market, 89 
percent of such individuals have a policy with a lifetime limit.2  The Department also estimates 
that out of the approximately 40.1 million individuals covered by public, non-Federal employer 

                                                           
1 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 
2 The Department’s estimate for individual health plans is derived from America’s Health Insurance Plans, Individual Health Insurance 2009: A 
Comprehensive Survey of Premiums, Availability and Benefits, (Oct. 2009) at 
http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 10 and Table 17. 
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group health plans sponsored by state and local governments,3 63 percent of such individuals are 
covered by plans with lifetime limits.4   
 While limited data are available regarding lifetime limits, the Department estimated that 
the average lifetime limit across all markets is about $4.7 million,5 which means that an 
individual would exceed a lifetime limit by incurring at least $4.7 million in medical expenses 
during one year or across many years.  Although the Department is unable to track spending 
across time to estimate the number of individuals that would reach the lifetime limit, the 
Departments estimate that about 0.033 percent of individuals incur more than $1 million in 
medical spending in a year.6  If these individuals incurred this amount every year, 13,000 
individuals would incur expenses of at least $4.7 million limit by the fifth year.  

There are several reasons to suspect that these assumptions lead to an over-estimate.  
First, individuals who incur $1 million of medical expenses in a year would need to sustain this 
level every year for five years to exceed the $4.7 million limit.  Second, an individual’s lifetime 
limit is reset if he switches employers or, for employees who work for employers with multiple 
health insurance coverage options, switches to a different health insurance plan.   
 The interim final regulations require plans or insurers to notify individuals whose 
coverage ended due to reaching a lifetime limit on the dollar value of all benefits that they are 
now eligible to reenroll in the plan or policy.  The Department assumes that the notice for all 
plans and policies (including self-insured plans that are administered by insurers) will be 
prepared by the estimated 630 health insurers operating in the United States.7  On average, the 
Department expects that one-half hour of a legal professional’s time, valued as $119, will be 
required to draft this notice, resulting in an hour burden of approximately 200 hours with an 
equivalent cost of $19,000. 
 The Department assumes that plans and insurers track information regarding individuals 
that have lost coverage due to reaching a lifetime limit (including contact information) in their 
administrative records.  Based on the foregoing, the Departments estimate that, on average, five 
minutes of a clerical staff member’s time, valued at $26.14 per hour will be required to 
incorporate the specific information into the notice and mail the estimated 13,000 notices.  This 
results in an estimated hour burden of approximately 1,100 hours with an equivalent cost of 
$29,000.  Therefore, the total hour burden of this notice requirement is 1,300 hours with an 
equivalent cost of $48,000. 

                                                           
3 The Department’s estimate is based on the 2009 March Current Population Survey (CPS). 

4 The Departments’ estimate for large and small employer health plans is derived from The Kaiser Family 
Foundation and Health Research & Educational Trust, Employer Health Benefits: 2009 Annual Survey (Sept. 2009), 
at  http://ehbs.kff.org/pdf/2009/7936.pdf, Exhibit 13.12. 
5 The Department’s estimate is based on America’s Health Insurance Plans, Individual Health Insurance 2009: A Comprehensive Survey of 
Premiums, Availability and Benefits, (Oct. 2009) at http://www.ahipresearch.org/pdfs/2009IndividualMarketSurveyFinalReport.pdf, Table 17; 
and America’s Health Insurance Plans, Individual Health Insurance 2008: Small Group Health Insurance , Table 22. 
6 The Departments’ estimate is based on adjusted insurer claims and MEPS-HC expenditures. 
7 While plans could prepare their own notice, the Departments assume that the notices will be prepared by service providers.  The Departments 
have previously estimated that there are 630 health insurers (460 providing coverage in the group market, and 490 providing coverage in the 
individual market.).  These estimates are from NAIC 2007 financial statements data and the California Department of Managed Healthcare 
(2009), at http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx.  Because the hour and cost burden is shared among the Departments of Labor/Treasury 
and the Department of Health and Human Services, the burden to prepare the notices is calculated using half the number of insurers (315). 
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Section 2712 Recissions 
This analysis assumes that rescissions only occur in the individual health insurance market, 
because rescissions in the group market are rare. The Department estimates that there are 
approximately 7.1 million individual policies in the individual market during a year.  A report on 
rescissions finds that 0.15 percent of policies were rescinded during the 2004 to 2008 time 
period.  Based on these numbers, the Department estimates that approximately 10,700 policies 
are rescinded during a year, which would result in 10,700 notices being sent to affected 
policyholders. The Department estimates that 15 minutes of legal profession time at $119 per 
hour would be required by the estimated 490 insurers in the individual market to prepare the 
notice and one minute per notice of clerical professional time at $26 per hour would be required 
to distribute the notice. This results in an hour burden of approximately 300 hours with an 
equivalent cost of approximately $19,200. 
 
Section 2719a Patient Protection Disclosure  
In order to satisfy the interim final regulations’ patient protection disclosure requirement, the 
Department estimates that 14,000 state and local governmental plans will need to notify 
approximately 2.6 million policy holders of their plans’ policy in regards to designating a 
primary care physician and for obstetrical or gynecological visits. An estimated 490 insurers 
providing coverage in the individual market will need to notify an estimated 55,000 policy 
holders of their policy in regards to designating a primary care physician and for obstetrical or 
gynecological visits. These estimates are based on the assumption that 22 percent of group plans 
and 40 percent of individual policies will not have grandfathered health plan status in 2011.8 
 Because the interim final regulations provide model language for this purpose, the 
Department estimates that five minute of clerical time (with a labor rate of $26.14/hour) will be 
required to incorporate the required language into the plan document and ten minutes of a human 
resource professional’s time (with a labor rate of $89.12/hour) will be required to review the 
modified language. 9  Therefore, the Department estimates that plans and insurers will incur a 
one-time hour burden of 3,500 hours with an equivalent cost of $239,000 to meet the disclosure 
requirement. 

Plans that relinquish their grandfathered status in subsequent years will also become 
subject to this notice requirement and incur a cost to prepare and distribute the notice in the year 
they relinquish their grandfathered status.  Policy holders of non-grandfathered policies in the 
individual market will also have to receive this notice.  The Department estimates a total hour 
burden of 2,500 hours in 2012 and 2,000 in 2013 for plans relinquishing their grandfathered 
status in such years.   
 
                                                           
8 The Department’s estimate of the number of state and local governmental health plans was obtained from the 2007 Census of Governments.  
The estimate of the number of policy holders in the individual market were obtained from the 2009 Current Population Survey.   Information on 
HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer Sponsored Health Benefits, 2009.  
The methodology used to estimate the percentage of plans that will not be grandfathered in 2011 was discussed in Departments’ Interim Final 
Rules for Group Health Plans and Health Insurance Coverage Relating to Status as a Grandfathered Health Plan under the Patient Protection and 
Affordable Care Act that were issued on June 15, 2010 (75 Fed. Reg. ____). [INSERT FEDERAL REGISTER CITE] 
9 EBSA estimates of labor rates include wages, other benefits, and overhead based on the National Occupational Employment Survey (May 2008, 
Bureau of Labor Statistics) and the Employment Cost Index June 2009, Bureau of Labor Statistics). 
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13.  Provide an estimate of the total annual cost burden to respondents or record-keepers resulting from the 
collection of information.  (Do not include the cost of any hour burden shown in Items 12.) 
 
Section 2711 Lifetime limits  

The associated cost burden of the rule results from material and mailing cost to distribute 
the estimated 13,000 notices.  The Department estimates that the notice will be one-page in 
length, material and print costs will be five cents per page, and postage will be 44 cents per 
notice resulting in a per notice cost of 49 cents.  This leads to a total estimated cost burden of 
approximately $6,500 to mail the notices.   

 
Section 2712 Recissions 

The Department estimates that the notice will require one page, five cents per page 
printing and material cost will be incurred, and 38 percent of the notices will be delivered 
electronically.  The Department estimates that the cost burden associated with mailing the 
notices to 10,700 affected policy holders will be approximately $5,200.  
 
Section 2719a Patient Protections Disclosure 

The Department assumes that only printing and material costs are associated with the 
disclosure requirement, because the interim final regulations provide model language that can be 
incorporated into existing plan documents, such as an SPD.  The Department estimates that the 
notice will require one-half of a page, five cents per page printing and material cost will be 
incurred, and 38 percent of the notices will be delivered electronically.  This results in a cost 
burden of $42,000 ($0.05 per page*1/2 pages per notice * 1.7 million notices*0.62). There will 
also be an estimated total cost burden of $30,000 in 2012 and $24,000 in 2013.     

 
14.  Provide estimates of annualized cost to the Federal government.  Also, provide a description of the method used 
to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, 
printing, and support staff), and any other expense that would not have been incurred without this collection of 
information.  Agencies also may aggregate cost estimates from Items 12, 13, and 14 in a single table. 
 

Not applicable.  
 
15.  Explain the reasons for any program changes or adjustments reporting in Items 13 or 14 of the OMB Form 83-
I. 
 
 This is a new information collection. 
 
16.  For collections of information whose results will be published, outline plans for tabulation, and publication.  
Address any complex analytical techniques that will be used.  Provide the time schedule for the entire project, 
including beginning and ending dates of the collection of information, completion of report, publication dates, and 
other actions. 
 

There are no plans to publish the results of this collection of information. 
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17.  If seeking approval to not display the expiration date for OMB approval of the information collection, explain 
the reasons that display would be inappropriate. 
 

The OMB expiration date will be published in the Federal Register following OMB 
approval. 
 
 
18.  Explain each exception to the certification statement identified in Item 19, "Certification for Paperwork 
Reduction Act Submission," of OMB 83-I. 
 

None. 
 
B. Collections of Information Employing Statistical Methods 
 

Not applicable. 
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9994 throughout the document; added OFR for all instructions, for example, OFR insert
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[Billing Codes: 4830-01-P; 4510-29-P; 4120-01-P]


DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Parts 54 and 602


TD 


RIN 1545-BJ61

DEPARTMENT OF LABOR

Employee Benefits Security Administration

29 CFR Part 2590


RIN 1210-AB43     

DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight

OCIIO-9994-IFC


45 CFR Parts 144, 146, and 147


RIN 0991-AB69

Interim Final Rules under the Patient Protection and Affordable Care Act Regarding Preexisting Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections 

AGENCIES:  Internal Revenue Service, Department of the Treasury; Employee Benefits Security Administration, Department of Labor; Office of Consumer Information and Insurance Oversight, Department of Health and Human Services.


ACTION:  Interim final rules with request for comments.


SUMMARY:  This document contains interim final regulations implementing the rules for group health plans and health insurance coverage in the group and individual markets under provisions of the Patient Protection and Affordable Care Act regarding preexisting condition exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.    


DATES:  Effective date.  These interim final regulations are effective on [OFR:  INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].

Comment date.  Comments are due on or before [OFR:  INSERT DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER].


Applicability dates:

1.  Group health plans and group health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704), generally apply to group health plans and group health insurance issuers for plan years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan years beginning on or after January 1, 2014, except that in the case of individuals who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years beginning on or after September 23, 2010.


2.  Individual health insurance coverage. These interim final regulations, except those under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance issuers for policy years beginning on or after September 23, 2010.  These interim final regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health insurance issuers for policy years beginning on or after January 1, 2014, except that in the case of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 2704 apply for policy years beginning on or after September 23, 2010.


ADDRESSES:  Written comments may be submitted to any of the addresses specified below.  Any comment that is submitted to any Department will be shared with the other Departments.  Please do not submit duplicates.  


All comments will be made available to the public.  WARNING: Do not include any personally identifiable information (such as name, address, or other contact information) or confidential business information that you do not want publicly disclosed.  All comments are posted on the Internet exactly as received, and can be retrieved by most Internet search engines. No deletions, modifications, or redactions will be made to the comments received, as they are public records.  Comments may be submitted anonymously.


Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-AB43, by one of the following methods:



●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-9994-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):



1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.



3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9994-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  


For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-


54.9815-2719AT...............................................................................................1545-


* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority:  

29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the Department of Health and Human Services amends 45 CFR Subtitle A as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:

 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to part 147 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to part 147 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).

8.  Add  §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.


� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 


� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.


� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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SUMMARY:  This document contains interim final regulations implementing the rules for 

group health plans and health insurance coverage in the group and individual markets under 

provisions of the Patient Protection and Affordable Care Act regarding preexisting condition 

exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.     

DATES:  Effective date.  These interim final regulations are effective on [OFR:  INSERT 

DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER]. 

Comment date.  Comments are due on or before [OFR:  INSERT DATE 60 DAYS 

AFTER PUBLICATION IN FEDERAL REGISTER]. 

Applicability dates: 

1.  Group health plans and group health insurance coverage. These interim final 

regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 

2590.715-2704), generally apply to group health plans and group health insurance issuers for 

plan years beginning on or after September 23, 2010.  These interim final regulations under PHS 

Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan 

years beginning on or after January 1, 2014, except that in the case of individuals who are under 

19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years 

beginning on or after September 23, 2010. 

2.  Individual health insurance coverage. These interim final regulations, except those 

under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance 

issuers for policy years beginning on or after September 23, 2010.  These interim final 

regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health 

insurance issuers for policy years beginning on or after January 1, 2014, except that in the case 
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of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 

2704 apply for policy years beginning on or after September 23, 2010. 

ADDRESSES:  Written comments may be submitted to any of the addresses specified 

below.  Any comment that is submitted to any Department will be shared with the other 

Departments.  Please do not submit duplicates.   

All comments will be made available to the public.  WARNING: Do not include any 

personally identifiable information (such as name, address, or other contact information) or 

confidential business information that you do not want publicly disclosed.  All comments are 

posted on the Internet exactly as received, and can be retrieved by most Internet search engines. 

No deletions, modifications, or redactions will be made to the comments received, as they are 

public records.  Comments may be submitted anonymously. 

Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-

AB43, by one of the following methods: 

 ●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions 

for submitting comments. 

 ●  Email:  E-OHPSCA715.EBSA@dol.gov.   

 ●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance 

Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of 

Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43. 

Comments received by the Department of Labor will be posted without change to 

http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at 

the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 

Constitution Avenue, NW, Washington, DC 20210.   
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Department of Health and Human Services.  In commenting, please refer to file code 

OCIIO-9994XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments 

by facsimile (FAX) transmission.   

You may submit comments in one of four ways (please choose only one of the ways listed): 

 1.  Electronically.  You may submit electronic comments on this regulation to 

http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab. 

2.  By regular mail.  You may mail written comments to the following address ONLY: 

Office of Consumer Information and Insurance Oversight 

Department of Health and Human Services,  

Attention: OCIIO-99941-IFC,  

P.O. Box 8016,  

Baltimore, MD 21244-1850. 

Please allow sufficient time for mailed comments to be received before the 

close of the comment period. 

 3.  By express or overnight mail.  You may send written comments to the following 

address ONLY: 

Office of Consumer Information and Insurance Oversight,  

Department of Health and Human Services,  

Attention: OCIIO-99941-IFC,  

Mail Stop C4-26-05, 

7500 Security Boulevard,   

Baltimore, MD 21244-1850. 
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4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written 

comments before the close of the comment period to either of the following addresses: 

a.  For delivery in Washington, DC-- 

Office of Consumer Information and Insurance Oversight, 

Department of Health and Human Services,  

Room 445-G, Hubert H. Humphrey Building,  

200 Independence Avenue, SW,  

Washington, DC 20201 

(Because access to the interior of the Hubert H. Humphrey Building is not readily 

available to persons without Federal government identification, commenters are encouraged to 

leave their comments in the OCIIO drop slots located in the main lobby of the building.  A 

stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and 

retaining an extra copy of the comments being filed.) 

b.  For delivery in Baltimore, MD-- 

 Centers for Medicare & Medicaid Services,  

 Department of Health and Human Services, 

 7500 Security Boulevard,  

 Baltimore, MD 21244-1850 

 If you intend to deliver your comments to the Baltimore address, please call (410) 786-

7195 in advance to schedule your arrival with one of our staff members.   

 Comments mailed to the addresses indicated as appropriate for hand or courier delivery 

may be delayed and received after the comment period. 
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 Submission of comments on paperwork requirements.  You may submit comments on 

this document’s paperwork requirements by following the instructions at the end of the 

“Collection of Information Requirements” section in this document. 

    Inspection of Public Comments:  All comments received before the close of the 

comment period are available for viewing by the public, including any personally identifiable or 

confidential business information that is included in a comment.  We post all comments received 

before the close of the comment period on the following website as soon as possible after they 

have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site 

to view public comments.   

 Comments received timely will also be available for public inspection as they are 

received, generally beginning approximately three weeks after publication of a document, at the 

headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, 

Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  

To schedule an appointment to view public comments, phone 1-800-743-3951. 

Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one 

of the following methods:  

 ●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for 

submitting comments. 

 ●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, 

P.O. Box 7604, Ben Franklin Station, Washington, DC 20044. 

 ●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 

4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 

Constitution Avenue, NW, Washington DC 20224. 
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All submissions to the IRS will be open to public inspection and copying in Room 1621, 

1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m. 

FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee 

Benefits Security Administration, Department of Labor, at (202) 693-8335; Karen Levin, 

Internal Revenue Service, Department of the Treasury, at (202) 622-6080; Jim Mayhew, Office 

of Consumer Information and Insurance Oversight, Department of Health and Human Services, 

at (410) 786-1565. 

CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information 

from the Department of Labor concerning employment-based health coverage laws may call the 

EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website 

(http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for 

consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website 

(http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on 

health reform can be found at http://www.healthreform.gov.  

SUPPLEMENTARY INFORMATION: 

I.  Background 

The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-

148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the 

Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act 

and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII 

of the Public Health Service Act (PHS Act) relating to group health plans and health insurance 

issuers in the group and individual markets.  The term “group health plan” includes both insured 
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and self-insured group health plans.1  The Affordable Care Act adds section 715(a)(1) to the 

Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal 

Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act 

into ERISA and the Code, and make them applicable to group health plans, and health insurance 

issuers providing health insurance coverage in connection with group health plans.  The PHS Act 

sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 

through 2719A are substantially new, though they incorporate some provisions of prior law.  

PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly 

minor, changes.   

Subtitles A and C of title I of the Affordable Care Act amend the requirements of title 

XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The 

preemption provisions of ERISA section 731 and PHS Act section 27242 (implemented in 29 

CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and 

title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to 

supersede any provision of State law which establishes, implements, or continues in effect any 

standard or requirement solely relating to health insurance issuers in connection with group or 

individual health insurance coverage except to the extent that such standard or requirement 

prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws 

that impose on health insurance issuers requirements that are stricter than the requirements 

imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.   

                                                 
1 The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, 
and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The 
term “health plan” does not include self-insured group health plans.  
2 Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care 
Act, there were no express preemption provisions in chapter 100 of the Code. 
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The Departments of Health and Human Services, Labor, and the Treasury (the 

Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 

2719A in several phases.  The first publication in this series was a Request for Information 

relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal 

Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations 

implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), 

published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was 

interim final regulations implementing section 1251 of the Affordable Care Act (relating to 

status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 

FR 34538).  These interim final regulations are being published to implement PHS Act sections 

2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar 

limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient 

protections).  PHS Act section 2704 generally is effective for plan years (in the individual 

market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, 

including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is 

effective for plan years beginning on or after September 23, 2010; or in the case of individual 

health insurance coverage, for policy years beginning, or applications denied, on or after 

September 23, 2010.3  The rest of these provisions generally are effective for plan years (in the 

individual market, policy years) beginning on or after September 23, 2010, which is six months 

after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of 

other provisions of PHS Act sections 2701 through 2719A will be addressed in future 

regulations.     

                                                 
3 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 
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II.  Overview of the Regulations  
 
A.   PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-

2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)     
 

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which 

amends the HIPAA4 rules relating to preexisting condition exclusions to provide that a group 

health plan and a health insurance issuer offering group or individual health insurance coverage 

may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the 

effective date of these amendments) apply only to group health plans and group health insurance 

coverage, and permit limited exclusions of coverage based on a preexisting condition under 

certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition 

exclusion from being imposed by group health plans or group health insurance coverage and 

extends this protection to individual health insurance coverage.  This prohibition generally is 

effective with respect to plan years (in the individual market, policy years) beginning on or after 

January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes 

effective for plan years (in the individual market, policy years) beginning on or after September 

23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding 

preexisting condition exclusions continue to apply.    

 HIPAA generally defines a preexisting condition exclusion5 as a limitation or exclusion 

of benefits relating to a condition based on the fact that the condition was present before the date 

of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment 

was recommended or received before that date.  Based on this definition, PHS Act section 2704, 

as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific 

                                                 
4 HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).  
5 Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments 
made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 
9801(b)(1). 
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benefits associated with a preexisting condition in the case of an enrollee, but a complete 

exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.   

 The protections in the new PHS Act section 2704 generally apply for plan years (in the 

individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care 

Act provides, however, that these protections apply with respect to enrollees under age 19 for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An 

enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In 

order for an individual seeking enrollment to receive the same protection that applies in the case 

of such an enrollee, the individual similarly could not be denied enrollment or specific benefits 

based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) 

beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 

19 with a preexisting condition from being denied coverage under a plan or health insurance 

coverage (through denial of enrollment or denial of specific benefits) based on the preexisting 

condition. 

 These interim final regulations do not change the HIPAA rule that an exclusion of 

benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless 

of when the condition arose relative to the effective date of coverage.  This point is illustrated 

with examples in the HIPAA regulations on preexisting condition exclusions, which remain in 

effect.6  (Other requirements of Federal or State law, however, may prohibit certain benefit 

exclusions.)   

Application to grandfathered health plans.  Under the statute and these interim final 

regulations, a grandfathered health plan that is a group health plan or group health insurance 

                                                 
6 See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii). 
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coverage must comply with the prohibition against preexisting condition exclusions; however, a 

grandfathered health plan that is individual health insurance coverage is not required to comply 

with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 

147.140 regarding status as a grandfathered health plan.  

B.   PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 
2590.715-2711, 45 CFR 147.126)     

 
Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim 

final regulations generally prohibit group health plans and health insurance issuers offering 

group or individual health insurance coverage from imposing lifetime or annual limits on the 

dollar value of health benefits.   

The restriction on annual limits applies differently to certain account-based plans, 

especially where other rules apply to limit the benefits available.  For example, under section 

9005 of the Affordable Care Act, salary reduction contributions for health flexible spending 

arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  

beginning with taxable years beginning 2013.  These interim final regulations provide that the 

annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not 

apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings 

Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not 

treated as group health plans because the amounts available under the plans are available for both 

medical and non-medical expenses.7  Moreover, annual contributions to MSAs and HSAs are 

subject to specific statutory provisions that require that the contributions be limited.   

Health Reimbursement Arrangements (HRAs) are another type of account-based health 

plan and typically consist of a promise by an employer to reimburse medical expenses during the 
                                                 
7 Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and 
subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code. 
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year up to a certain amount, with unused amounts available to reimburse medical expenses in 

future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When 

HRAs are integrated with other coverage as part of a group health plan and the other coverage 

alone would comply with the requirements of PHS Act section 2711, the fact that benefits under 

the HRA by itself are limited does not violate PHS Act section 2711 because the combined 

benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to 

retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable 

Care Act for plans with fewer than two current employees means that the retiree-only HRA is 

generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The 

Departments request comments regarding the application of PHS Act section 2711 to stand-alone 

HRAs that are not retiree-only plans.   

The statute prohibits annual limits on the dollar value of benefits generally, but allows 

“restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) 

of the Affordable Care Act) for plan years (in the individual market, policy years) beginning 

before January 1, 2014.  Grandfathered individual market policies are exempted from this 

provision.  In addition, the statute provides that, with respect to benefits that are not essential 

health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on 

specific covered benefits.  These interim final regulations define “essential health benefits” by 

cross-reference to section 1302(b) of the Affordable Care Act8 and applicable regulations.   

Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.   

                                                 
8 Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following 
general categories and the items and services covered within the categories: ambulatory patient services; emergency 
services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including 
behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory 
services; preventive and wellness services and chronic disease management; and pediatric services, including oral 
and vision care.”  
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For plan years (in the individual market, policy years) beginning before the issuance of 

regulations defining “essential health benefits”, for purposes of enforcement, the Departments 

will take into account good faith efforts to comply with a reasonable interpretation of the term 

“essential health benefits”.  For this purpose, a plan or issuer must apply the definition of 

essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to 

a particular benefit – thus taking the position that it was not an essential health benefit – and at 

the same time treat that particular benefit as an essential health benefit for purposes of applying 

the restricted annual limit. 

These interim final regulations clarify that the prohibition under PHS Act section 2711 

does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits 

are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of 

all benefits for a condition is not considered to be an annual or lifetime dollar limit.   

The statute and these interim final regulations provide that for plan years (in the 

individual market, policy years) beginning before January 1, 2014, group health plans and health 

insurance issuers offering group or individual health insurance coverage may establish a 

restricted annual limit on the dollar value of essential health benefits.  The statute provides that 

in defining the term restricted annual limit, the Departments should ensure that access to needed 

services is made available with a minimal impact on premiums.  For a detailed discussion of the 

basis for determining restricted annual limits, see section IV.B.3 later in this preamble.   

In order to mitigate the potential for premium increases for all plans and policies, while at 

the same time ensuring access to essential health benefits, these interim final regulations adopt a 

three-year phased approach for restricted annual limits.  Under these interim final regulations, 

annual limits on the dollar value of benefits that are essential health benefits may not be less than 
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the following amounts for plan years (in the individual market, policy years) beginning before 

January 1, 2014:   

 For plan or policy years beginning on or after September 23, 2010 but before 

September 23, 2011, $750,000;  

 For plan or policy years beginning on or after September 23, 2011 but before 

September 23, 2012, $1.25 million; and 

 For plan or policy years beginning on or after September 23, 2012 but before 

January 1, 2014, $2 million.   

As these are minimums for plan years (in the individual market, policy years) beginning before 

2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and 

policies with plan or policy years that begin between September 23 and December 31 have more 

than one plan or policy year under which the $2 million minimum annual limit is available; 

however, a plan or policy generally may not impose an annual limit for a plan year beginning 

after December 31, 2013. 

The minimum annual limits for plan or policy years beginning before 2014 apply on an 

individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to 

families may not operate to deny a covered individual the minimum annual benefits for the plan 

year (in the individual market, policy year).  These interim final regulations clarify that, in 

applying annual limits for plan years (in the individual market, policy years) beginning before 

January 1, 2014, the plan or health insurance coverage may take into account only essential 

health benefits.   

The restricted annual limits provided in these interim final regulations are designed to 

ensure that, in the vast majority of cases, that individuals would have access to needed services 
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with a minimal impact on premiums.  So that individuals with certain coverage, including 

coverage under a limited benefit plan, would not be denied access to needed services or 

experience more than a minimal impact on premiums, these interim final regulations provide for 

the Secretary of Health and Human Services to establish a program under which the 

requirements relating to annual limits may be waived if compliance with these interim final 

regulations would result in a significant decrease in access to benefits or a significant increase in 

premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and 

process for applying for a waiver is expected to be issued in the near future. 

Under these interim final regulations, individuals who reached a lifetime limit under a 

plan or health insurance coverage prior to the applicability date of these interim final regulations 

and are otherwise still eligible under the plan or health insurance coverage must be provided with 

a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the 

plan or health insurance coverage, these interim final regulations also provide an enrollment (in 

the individual market, reinstatement) opportunity for such individuals.   In the individual market, 

this reinstatement opportunity does not apply to individuals who reached their lifetime limits in 

individual health insurance coverage if the contract is not renewed or otherwise is no longer in 

effect.  It would apply, however, to a family member who reached the lifetime limit in a family 

policy in the individual market while other family members remain in the coverage.  These 

notices and the enrollment opportunity must be provided beginning not later than the first day of 

the first plan year (in the individual market, policy year) beginning on or after September 23, 

2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.9  That 

                                                 
9 See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d). 
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is, they must be given the right to enroll in all of the benefit packages available to similarly 

situated individuals upon initial enrollment. 

Application to grandfathered health plans.  The statute and these interim final regulations 

relating to the prohibition on lifetime limits apply to all group health plans and health insurance 

issuers offering group or individual health insurance coverage, whether or not the plan qualifies 

as a grandfathered health plan, for plan years (in the individual market, policy years) beginning 

on or after September 23, 2010.  The statute and these interim final regulations relating to the 

prohibition on annual limits, including the special rules regarding restricted annual limits for plan 

years beginning before January 1, 2014, apply to group health plans and group health insurance 

coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health 

plans that are individual health insurance coverage.  The interim final regulations issued under 

section 1251 of the Affordable Care Act provide that: 

 A plan or health insurance coverage that, on March 23, 2010, did not impose an overall 

annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered 

health plan if the plan or health insurance coverage imposes an overall annual limit on the 

dollar value of benefits.   

 A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime 

limit on the dollar value of all benefits but no overall annual limit on the dollar value of 

all benefits ceases to be a grandfathered health plan if the plan or health insurance 

coverage adopts an overall annual limit at a dollar value that is lower than the dollar 

value of the lifetime limit on March 23, 2010.   

 A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual 

limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan 
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or health insurance coverage decreases the dollar value of the annual limit (regardless of 

whether the plan or health insurance coverage also imposed an overall lifetime limit on 

March 23, 2010 on the dollar value of all benefits). 

C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR  
     2590.715-2712, 45 CFR 147.128) 
 

PHS Act section 2712 provides rules regarding rescissions of health coverage for group 

health plans and health insurance issuers offering group or individual health insurance coverage.  

Under the statute and these interim final regulations, a group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must not rescind coverage except 

in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a 

federal floor and is more protective of individuals with respect to the standard for rescission than 

the standard that might have previously existed under State insurance law or Federal common 

law.  That is, under prior law, rescission may have been permissible if an individual made a 

misrepresentation of material fact, even if the misrepresentation was not intentional or made 

knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these 

interim final regulations, plans and issuers cannot rescind coverage unless an individual was 

involved in fraud or made an intentional misrepresentation of material fact.  This standard 

applies to all rescissions, whether in the group or individual insurance market, and whether 

insured or self-insured coverage.  These rules also apply regardless of any contestability period 

that may otherwise apply. 

This provision in PHS Act section 2712 builds on already-existing protections in PHS 

Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions 

generally provide that a health insurance issuer in the group and individual markets cannot 

cancel, or fail to renew, coverage for an individual or a group for any reason other than those 
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enumerated in the statute (that is, nonpayment of premiums; fraud or intentional 

misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the 

market; movement of an individual or an employer outside the service area; or, for bona fide 

association coverage, cessation of association membership).  Moreover, this new provision also 

builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA 

section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act 

section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title 

XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans 

and group health insurance issuers may not set eligibility rules based on factors such as health 

status and evidence of insurability – including acts of domestic violence or disability.   They also 

provide limits on the ability of plans and issuers to vary premiums and contributions based on 

health status.  Starting on January 1, 2014, additional protections will apply in the individual 

market, including guaranteed issue of all products, nondiscrimination based on health status, and 

no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.     

These interim final regulations also clarify that other requirements of Federal or State law 

may apply in connection with a rescission or cancellation of coverage beyond the standards 

established in PHS Act section 2712, if they are more protective of individuals.  For example, if 

a State law applicable to health insurance issuers were to provide that rescissions are permitted 

only in cases of fraud, or only within a contestability period, which is more protective of 

individuals, such a law would not conflict with, or be preempted by, the federal standard and 

would apply.  

These interim final regulations include several clarifications regarding the standards for 

rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of 
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PHS Act section 2712 apply whether the rescission applies to a single individual, an individual 

within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to 

rescind coverage of an entire employment-based group because of the actions of an individual 

within the group, the standards of these interim final regulations would apply.  Second, these 

interim final regulations clarify that the rules of PHS Act section 2712 apply to representations 

made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan 

sponsor seeks coverage from an issuer for an entire employment-based group and makes 

representations, for example, regarding the prior claims experience of the group, the standards of 

these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or 

practices that constitute fraud.  These interim final regulations clarify that, to the extent that an 

omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage 

under this section.  An example in these interim final regulations illustrates the application of the 

rule to misstatements of fact that are inadvertent.   

For purposes of these interim final regulations, a rescission is a cancellation or 

discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a 

policy as void from the time of the individual’s or group’s enrollment is a rescission.  In 

addition, a cancellation that voids benefits paid up to a year before the cancellation is also a 

rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective 

effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is 

effective retroactively to the extent it is attributable to a failure to timely pay required premiums 

or contributions towards the cost of coverage.  Cancellations of coverage are addressed under 

other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which 

limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, 
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PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 

715 and Code section 9815, addresses appeals of coverage determinations and includes 

provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue 

guidance on PHS Act section 2719 in the very near future. 

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 

adds a new advance notice requirement when coverage is rescinded where still permissible.   

Specifically, the second sentence in section 2712 provides that coverage may not be cancelled 

unless prior notice is provided.  These interim final regulations provide that a group health plan, 

or a health insurance issuer offering group health insurance coverage, must provide at least 30 

calendar days advance notice to an individual before coverage may be rescinded.10  The notice 

must be provided regardless of whether the rescission is of group or individual coverage; or 

whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission 

applies to an entire group or only to an individual within the group.  This 30-day period will 

provide individuals and plan sponsors with an opportunity to explore their rights to contest the 

rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue 

future guidance on any notice requirements under PHS Act section 2712 for cancellations of 

coverage other than in the case of rescission. 

In this new Federal statutory protection against rescissions, the Affordable Care Act 

provides new rights to individuals who, for example, may have done their best to complete what 

can sometimes be long, complex enrollment questionnaires but may have made some errors, for 

which the consequences were overly broad and unfair.  These interim final regulations provide 

initial guidance with respect to the statutory restrictions on rescission.  If the Departments 

                                                 
10 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
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become aware of attempts in the marketplace to subvert these rules, the Departments may issue 

additional regulations or administrative guidance to ensure that individuals do not lose health 

coverage unjustly or without due process. 

Application to grandfathered health plans.  The rules regarding rescissions and advance 

notice apply to all grandfathered health plans. 

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-  
      2719A, 45 CFR 147.138) 
 
 Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or 

individual health insurance coverage, a set of three requirements relating to the choice of a health 

care professional and requirements relating to benefits for emergency services.  The three 

requirements relating to the choice of health care professional apply only with respect to a plan 

or health insurance coverage with a network of providers.11  Thus, a plan or issuer that has not 

negotiated with any provider for the delivery of health care but merely reimburses individuals 

covered under the plan for their receipt of health care is not subject to the requirements relating 

to the choice of a health care professional.  However, such plans or health insurance coverage are 

subject to requirements relating to benefits for emergency services.   These interim final 

regulations reorder the statutory requirements so that all three of the requirements relating to the 

choice of a health care professional are together and add a notice requirement for those three 

requirements.  None of these requirements apply to grandfathered health plans. 

1.  Choice of Health Care Professional 

The statute and these interim final regulations provide that if a group health plan, or a 

health insurance issuer offering group or individual health insurance coverage, requires or 

                                                 
11 The statute and these interim final regulations refer to providers both in terms of their participation (participating 
provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that 
has a contractual relationship or other arrangement with a plan or issuer. 
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provides for designation by a participant, beneficiary, or enrollee of a participating primary care 

provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a 

notice informing each participant (or in the individual market, the primary subscriber) of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider.   

The statute and these interim final regulations impose a requirement for the designation 

of a pediatrician similar to the requirement for the designation of a primary care physician.  

Specifically, if a plan or issuer requires or provides for the designation of a participating primary 

care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit 

the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the 

child's primary care provider if the provider participates in the network of the plan or issuer and 

is available to accept the child.  In such a case, the plan or issuer must comply with the notice 

requirements with respect to designation of a primary care provider.  The general terms of the 

plan or health insurance coverage regarding pediatric care otherwise are unaffected, including 

any exclusions with respect to coverage of pediatric care. 

The statute and these interim final regulations also provide rules for a group health plan, 

or a health insurance issuer offering group or individual health insurance coverage, that provides 

coverage for obstetrical or gynecological care and requires the designation of an in-network 

primary care provider.  In such a case, the plan or issuer may not require authorization or referral 

by the plan, issuer, or any person (including a primary care provider) for a female participant, 

beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network 

health care professional who specializes in obstetrics or gynecology.  The plan or issuer must 
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inform each participant (in the individual market, primary subscriber) that the plan or issuer may 

not require authorization or referral for obstetrical or gynecological care by a participating health 

care professional who specializes in obstetrics or gynecology.  Nothing in these interim final 

regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological 

provider to otherwise adhere to policies and procedures regarding referrals, prior authorization 

for treatments, and the provision of services pursuant to a treatment plan approved by the plan or 

issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the 

ordering of related obstetrical and gynecological items and services, by the professional who 

specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this 

purpose, a health care professional who specializes in obstetrics or gynecology is any individual 

who is authorized under applicable State law to provide obstetrical or gynecological care, and is 

not limited to a physician. 

 The general terms of the plan or coverage regarding exclusions of coverage with respect 

to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do 

not preclude the plan or issuer from requiring that the obstetrical or gynecological provider 

notify the primary care provider or the plan or issuer of treatment decisions. 

When applicable, it is important that individuals enrolled in a plan or health insurance 

coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan 

or issuer requires designation of a primary care physician; or (2) obtain obstetrical or 

gynecological care without prior authorization.  Accordingly, these interim final regulations 

require such plans and issuers to provide a notice to participants (in the individual market, 

primary subscribers) of these rights when applicable.   Model language is provided in these 

interim final regulations.  The notice must be provided whenever the plan or issuer provides a 
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participant with a summary plan description or other similar description of benefits under the 

plan or health insurance coverage, or in the individual market, provides a primary subscriber 

with a policy, certificate, or contract of health insurance. 

2.  Emergency Services 

If a plan or health insurance coverage provides any benefits with respect to emergency 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services in a way that is consistent with these interim final regulations.  These interim final 

regulations require that a plan providing emergency services must do so without the individual or 

the health care provider having to obtain prior authorization (even if the emergency services are 

provided out of network) and without regard to whether the health care provider furnishing the 

emergency services is an in-network provider with respect to the services.  The emergency 

services must be provided without regard to any other term or condition of the plan or health 

insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting 

period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of 

the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with 

a network of providers that provides benefits for emergency services, the plan or issuer may not 

impose any administrative requirement or limitation on benefits for out-of-network emergency 

services that is more restrictive than the requirements or limitations that apply to in-network 

emergency services.    

Additionally, for a plan or health insurance coverage with a network, these interim final 

regulations provide rules for cost-sharing requirements for emergency services that are expressed 

as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing 

requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network 
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emergency services cannot exceed the cost-sharing requirements that would be imposed if the 

services were provided in-network.  Out-of-network providers may, however, also balance bill 

patients for the difference between the providers’ charges and the amount collected from the plan 

or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 

1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the 

definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing 

for out-of-network services be limited to that imposed in network only applies to cost sharing 

expressed as a copayment or coinsurance rate. 

Because the statute does not require plans or issuers to cover balance billing amounts, 

and does not prohibit balance billing, even where the protections in the statute apply, patients 

may be subject to balance billing.  It would defeat the purpose of the protections in the statute if 

a plan or issuer paid an unreasonably low amount to a provider, even while limiting the 

coinsurance or copayment associated with that amount to in-network amounts.   To avoid the 

circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable 

amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these 

interim final regulations require that a reasonable amount be paid for services by some objective 

standard.  In establishing the reasonable amount that must be paid, the Departments had to 

account for wide variation in how plans and issuers determine both in-network and out-of-

network rates.  For example, for a plan using a capitation arrangement to determine in-network 

payments to providers, there is no in-network rate per service.  Accordingly, these interim final 

regulations consider three amounts: the in-network rate, the out-of-network rate, and the 

Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations 
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in the statute if it provides benefits for out-of-network emergency services in an amount equal to 

the greatest of three possible amounts— 

(1) The amount negotiated with in-network providers for the emergency service 

furnished;  

(2) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-

network cost-sharing provisions; or  

(3) The amount that would be paid under Medicare for the emergency service.12   

Each of these three amounts is calculated excluding any in-network copayment or coinsurance 

imposed with respect to the participant, beneficiary, or enrollee.   

For plans and health insurance coverage under which there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the first amount above is disregarded, meaning that the greatest amount is going to 

be either the out-of-network amount or the Medicare amount.  Additionally, with respect to 

determining the first amount, if a plan or issuer has more than one negotiated amount with in-

network providers for a particular emergency service, the amount is the median of these 

amounts, treating the amount negotiated with each provider as a separate amount in determining 

the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 

with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the 

amounts taken into account to determine the median would be $100, $100, $100, $125, and 

$150; and the median would be $100.  Following the commonly accepted definition of median, if 

                                                 
12 As of the date of publication of these interim final regulations, these rates are available to the public at 
http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf. 
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there are an even number of amounts, the median is the average of the middle two.  (Cost sharing 

imposed with respect to the participant, beneficiary or enrollee would be deducted from this 

amount before determining the greatest of the three amounts above.)  

The second amount above is determined without reduction for out-of-network cost 

sharing that generally applies under the plan or health insurance coverage with respect to out-of-

network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, 

and reasonable amount for out-of-network services, the second amount above for an emergency 

service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the 

service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network 

services (but reduced by the in-network copayment or coinsurance that the individual would be 

responsible for if the emergency service had been provided in-network). 

Although a plan or health insurance coverage is generally not constrained by the 

requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or 

coinsurance, these interim final regulations include an anti-abuse rule with respect to such other 

cost-sharing requirements so that the purpose of limiting copayments and coinsurance for 

emergency services to the in-network rate cannot be thwarted by manipulation of these other 

cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a 

deductible or out-of-pocket maximum, may be imposed with respect to out-of-network 

emergency services only if the cost-sharing requirement generally applies to out-of-network 

benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency 

services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, 

if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services.  A plan or health insurance 
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coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or 

enrollee is required to pay less for emergency services than for general out-of-network services; 

the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such 

rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services 

than for general out-of-network services. 

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under the Emergency 

Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There 

are, however, some minor variances from the EMTALA definitions.  For example, both 

EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the 

same consequences that could reasonably be expected to occur in the absence of immediate 

medical attention.  Under EMTALA regulations, the likelihood of these consequences is 

determined by qualified hospital medical personnel, while under PHS Act section 2719A the 

standard is whether a prudent layperson, who possesses an average knowledge of health and 

medicine, could reasonably expect the absence of immediate medical attention to result in such 

consequences. 

Application to grandfathered health plans.  The statute and these interim final regulations 

relating to certain patient protections do not apply to grandfathered health plans.  However, other 

Federal or State laws related to these patient protections may apply regardless of grandfather 

status. 

III.  Interim Final Regulations and Request for Comments 
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Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act 

authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to 

promulgate any interim final rules that they determine are appropriate to carry out the provisions 

of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of 

the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those 

sections into ERISA section 715 and Code section 9815.   

In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 

551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good 

cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary 

to the public interest.  The provisions of the APA that ordinarily require a notice of proposed 

rulemaking do not apply here because of the specific authority granted by section 9833 of the 

Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were 

applicable, the Secretaries have determined that it would be impracticable and contrary to the 

public interest to delay putting the provisions in these interim final regulations in place until a 

full public notice and comment process was completed.  As noted above, numerous provisions of 

the Affordable Care Act are applicable for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, six months after date of enactment.  Had the 

Departments published a notice of proposed rulemaking, provided for a 60-day comment period, 

and only then prepared final regulations, which would be subject to a 60-day delay in effective 

date, it is unlikely that it would have been possible to have final regulations in effect before late 

September, when these requirements could be in effect for some plans or policies.  Moreover, the 

requirements in these regulations require significant lead time in order to implement.   
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For example, in the case of the requirement under PHS Act section 2711 prohibiting overall 

lifetime dollar limits, these interim final regulations require that an enrollment opportunity be 

provided for an individual whose coverage ended by reason of reaching a lifetime limit no later 

than the first day this requirement takes effect.  Preparations presumably would have to be made 

to put such an enrollment process in place.  In the case of requirements for emergency care under 

PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-

network providers by as early as the first plan or policy year beginning on or after September 23, 

2010.  With respect to all the changes that would be required to be made under these interim 

final regulations, whether adding coverage of children with a preexisting condition under PHS 

Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 

2712, group health plans and health insurance issuers have to be able to take these changes into 

account in establishing their premiums, and in making other changes to the designs of plan or 

policy benefits, and these premiums and plan or policy changes would have to receive necessary 

approvals in advance of the plan or policy year in question.       

Accordingly, in order to allow plans and health insurance coverage to be designed and 

implemented on a timely basis, regulations must be published and available to the public well in 

advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to 

have a full notice and comment process and to publish final regulations in the brief time between 

enactment of the Affordable Care Act and the date regulations are needed.  

The Secretaries further find that issuance of proposed regulations would not be sufficient 

because the provisions of the Affordable Care Act protect significant rights of plan participants 

and beneficiaries and individuals covered by individual health insurance policies and it is 

essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about 
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their rights and responsibilities.  Proposed regulations are not binding and cannot provide the 

necessary certainty.  By contrast, the interim final regulations provide the public with an 

opportunity for comment, but without delaying the effective date of the regulations. 

For the foregoing reasons, the Departments have determined that it is impracticable and 

contrary to the public interest to engage in full notice and comment rulemaking before putting 

these regulations into effect, and that it is in the public interest to promulgate interim final 

regulations. 

 

[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document] 

 

V.  Statutory Authority 

The Department of the Treasury temporary regulations are adopted pursuant to the 

authority contained in sections 7805 and 9833 of the Code. 

 The Department of Labor interim final regulations are adopted pursuant to the authority 

contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 

1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), 

Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 

3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-

152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

 The Department of Health and Human Services interim final regulations are adopted 

pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS 

Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended. 

List of Subjects 
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26 CFR Part 54 

Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping 

requirements. 

26 CFR Part 602 

Reporting and recordkeeping requirements. 

29 CFR Part 2590 

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health 

care, Health insurance, Medical child support, Reporting and recordkeeping requirements. 

45 CFR Parts 144, 146, and 147 

Health care, Health insurance, Reporting and recordkeeping requirements, and State 

regulation of health insurance. 
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Secretary, Department of Health and Human 
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Chapter 1 

 Accordingly, 26 CFR Parts 54 and 602 are amended as follows: 

PART 54--PENSION EXCISE TAXES 

Paragraph 1.  The authority citation for part 54 is amended by adding entries for 

§§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to 

read in part as follows: 

Authority: 26 U.S.C. 7805. * * * 

Section 54.9815-2704T also issued under 26 U.S.C. 9833. 
Section 54.9815-2711T also issued under 26 U.S.C. 9833.  
Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * * 
Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * * 
 

 Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in 

the definition of group health plan and by revising the definition of preexisting condition 

exclusion.  The revised definitions read as follows: 

§54.9801-2 Definitions.   

* * * * * 

 Group health plan or plan means a group health plan within the meaning of §54.9831-

1(a). 

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 
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individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§54.9801-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of §54.9801-2. 

* * * * * 

Par. 4. Section 54.9815-2704T is added to read as follows: 

§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).   

(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in §54.9801-2).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see 

§54.9801-3(a)(1)(ii)): 
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Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  
 
 (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition. 

 
(b) Effective/applicability date--(1) General applicability date. Except as provided in 

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning 

on or after January 1, 2014.   

(2) Early applicability date for children.  The requirements of this section apply with 

respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan 

years beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the 

application of this section to grandfathered health plans (providing that a grandfathered health 

plan that is a group health plan or group health insurance coverage must comply with the 

prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 

Obtained by Judicial Watch July 11, 2011 through FOIA 



PRELIMINARY DISCUSSION DRAFT of 6.16.10  
Not for Public Distribution 

 

 40

a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 

 
(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
(c)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 

Par. 5. Section 54.9815-2711T is added to read as follows: 

§54.9815-2711T No lifetime or annual limits (temporary). 

(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a 

group health plan, or a health insurance issuer offering group health insurance coverage, may not 

establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual. 

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph 

(a)(2)(i) of this section. 

 (b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 
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otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 

benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits. 

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 
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paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits. 

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 

program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual-- 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section. 

(2) Notice and enrollment opportunity requirements--(i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 
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benefits) under the group health plan -- or group health insurance coverage -- described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 

individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010. 

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, 

if the individual would not be a participant once enrolled in the plan, the participant through 
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whom the individual is otherwise eligible for coverage under the plan) must be offered all the 

benefit packages available to similarly situated individuals who did not lose coverage by reason 

of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in 

benefits or cost-sharing requirements constitutes a different benefit package.  The individual also 

cannot be required to pay more for coverage than similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 
days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 
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(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 
D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   

 
Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §54.9815-
1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   
 

 (f)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the prohibitions on lifetime and 

annual limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits).  

(g)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 

Par. 6. Section 54.9815-2712T is added to read as follows: 

§54.9815-2712T Rules regarding rescissions (temporary). 
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(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 

fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that 

voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A 

cancellation or discontinuance of coverage is not a rescission if-- 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 
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 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the rules regarding rescissions and 

advance notice apply to all grandfathered health plans).   

(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 
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Par. 7. Section 54.9815-2719AT is added to read as follows: 

§54.9815-2719AT Patient protections (temporary). 

(a) Choice of health care professional--(1) Designation of primary care provider--(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 

this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health 

plan or health insurance issuer offering group health insurance coverage requires or provides for 

the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 
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by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct 

access.  A group health plan or health insurance issuer offering group health insurance coverage 

described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the 

plan, issuer, or any person (including a primary care provider) in the case of a female participant 

or beneficiary who seeks coverage for obstetrical or gynecological care provided by a 

participating health care professional who specializes in obstetrics or gynecology.  In such a 

case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by 
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informing each participant that the plan may not require authorization or referral for obstetrical 

or gynecological care by a participating health care professional who specializes in obstetrics or 

gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to 

the plan’s or issuer’s policies and procedures, including procedures regarding referrals and 

obtaining prior authorization and providing services pursuant to a treatment plan (if any) 

approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional 

who specializes in obstetrics or gynecology is any individual (including a person other than a 

physician) who is authorized under applicable State law to provide obstetrical or gynecological 

care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan or health insurance issuer offering 

group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer-- 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to-- 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 
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 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
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 (4) Notice of right to designate a primary care provider--(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights-- 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
 [Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
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(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner--  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 
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(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 
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participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 
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(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 

(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
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plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip-code-by-zip-code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 
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(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 
respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition-- 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 
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 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that these rules regarding patient 

protections do not apply to grandfathered health plans).  

(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 

Par. 8. The authority citation for part 602 continues to read in part as follows: 

Authority:  26 U.S.C. 7805 * * * 

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to 

the table to read as follows: 

§602.101 OMB Control numbers. 

*   *   *   *   * 

(b) * * * 

________________________________________________________________________ 
CFR part or section where                                                                      Current OMB 
identified and described                                                                              control No.       
________________________________________________________________________ 
 
* * * * * * * 
 
54.9815-2711T.................................................................................................1545- 
54.9815-2712T.................................................................................................1545- 
54.9815-2719AT...............................................................................................1545- 
 
* * * * * * * 
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DEPARTMENT OF LABOR 

Employee Benefits Security Administration 

29 CFR Chapter XXV 

29 CFR Part 2590 is amended as follows: 

PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS 

1. The authority citation for Part 2590 continues to read as follows: 

Authority:   

29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 

1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 

105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 

1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 

Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

Subpart B—Other Requirements 

 2.  Section 2590.701-2 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 2590.701-2 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 
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includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§ 2590.701-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part. 

* * * * * 

4. Section 2590.715-2704 is added to subpart C to read as follows: 

§ 2590.715-2704 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in § 2590.701-2 of this Part).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

2590.701-3(a)(1)(ii) of this Part): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 
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(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the requirements of this section apply for plan years beginning on or after 

January 1, 2014.   

(2) Early applicability date for children.  The requirements of this section apply with 

respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan 

years beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for 

determining the application of this section to grandfathered health plans (providing that a 

grandfathered health plan that is a group health plan or group health insurance coverage must 

comply with the prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 
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(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 
plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
5. Section 2590.715-2711 is added to subpart C to read as follows: 

§2590.715-2711 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group health insurance coverage, may 

not establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 

otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 
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benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 
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program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group health insurance coverage – described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 
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individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the 

individual (and, if the individual would not be a participant once enrolled in the plan, the 

participant through whom the individual is otherwise eligible for coverage under the plan) must 

be offered all the benefit packages available to similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this 

purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit 

Obtained by Judicial Watch July 11, 2011 through FOIA 



PRELIMINARY DISCUSSION DRAFT of 6.16.10  
Not for Public Distribution 

 

 68

package.  The individual also cannot be required to pay more for coverage than similarly situated 

individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value 

of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 
days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   
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Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 
beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §2590.715-
1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   

 
(f) Applicability date.  The provisions of this section apply for plan years beginning on or 

after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of 

this section to grandfathered health plans (providing that the prohibitions on lifetime and annual 

limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits). 

6. Section 2590.715-2712 is added to subpart C to read as follows: 

§ 2590.715-2712 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 
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fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.)    

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that 

voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A 

cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
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(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that the rules regarding 

rescissions and advance notice apply to all grandfathered health plans). 

7. Section 2590.715-2719A is added to subpart C to read as follows: 

§ 2590.715-2719A Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 
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this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan or health insurance issuer offering group health insurance coverage requires or provides for 

the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 

by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 
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Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan or health insurance issuer offering group health insurance coverage 

described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the 

plan, issuer, or any person (including a primary care provider) in the case of a female participant 

or beneficiary who seeks coverage for obstetrical or gynecological care provided by a 

participating health care professional who specializes in obstetrics or gynecology.  In such a 

case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by 

informing each participant that the plan may not require authorization or referral for obstetrical 

or gynecological care by a participating health care professional who specializes in obstetrics or 

gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to 

the plan’s or issuer’s policies and procedures, including procedures regarding referrals and 

obtaining prior authorization and providing services pursuant to a treatment plan (if any) 

approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional 

who specializes in obstetrics or gynecology is any individual (including a person other than a 
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physician) who is authorized under applicable State law to provide obstetrical or gynecological 

care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan or health insurance issuer offering 

group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer— 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
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physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  
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(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
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specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
 
(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  
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(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 
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(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network).  

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 
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(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

 
Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 

individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 
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Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another 
provider to its network, who has agreed to accept $150 for the emergency service. 

 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 
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pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining 

the application of this section to grandfathered health plans (providing that these rules regarding 

patient protections do not apply to grandfathered health plans). 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Office of Consumer Information and Insurance Oversight 

45 CFR Subtitle A 

For the reasons stated in the preamble, the Ddepartment of Health and Human Services 

amends 45 CFR Subtitle A144 as follows: 

PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE 

1.  The authority citation for part 144 continues to read as follows: 

 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 

42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92. 

2.  Section  144.103 is amended by revising the definition of preexisting condition 

exclusion to read as follows: 

§ 144.103 Definitions.   

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 

individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 
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to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

Subpart B—Requirements Relating to Access and Renewability of Coverage, and 

Limitations on Preexisting Condition Exclusion Periods 

3.  Section 146.111(a)(1)(i) is revised to read as follows: 

§ 146.111 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of § 144.103 of this Part. 

* * * * * 

PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP 

AND INDIVIDUAL HEALTH INSURANCE MARKETS 

 34.  The authority citation for part 147 continues to read as follows:  

 

 Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 

USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended. 

45.  Add  §147.108 to part 147 to read as follows: 

§ 147.108 Prohibition of preexisting condition exclusions.   

(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, may not impose any 

preexisting condition exclusion (as defined in § 144.103).   
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 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see § 

146.111(a)(1)(ii)): 

Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  

 
   (ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a 
preexisting condition exclusion because a denial of an application for coverage based on the fact 
that a condition was present before the date of denial is an exclusion of benefits based on a 
preexisting condition.   

 
(b) Applicability—(1) General applicability date. Except as provided in paragraph 

(b)(2) of this section, the requirements of this section apply for plan years beginning on or after 

January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, 

or applications denied, on or after January 1, 2014.   

(2) Early applicability date for children.  The requirements of this section apply with 

respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan 

years beginning on or after September 23, 2010; in the case of individual health insurance 

coverage, for policy years beginning, or applications denied, on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See § 147.140 for determining the 

application of this section to grandfathered health plans (providing that a grandfathered health 

plan that is a group health plan or group health insurance coverage must comply with the 
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prohibition against preexisting condition exclusions; however, a grandfathered health plan that is 

individual health insurance coverage is not required to comply with PHS Act section 2704). 

(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples: 

Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-
year-old child in the group health plan maintained by F’s employer, with a first day of coverage 
of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more 
than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child 
was treated for asthma within the six-month period prior to the enrollment date and the plan 
imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year 
begins on January 1, 2011. 

 
(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the 

individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the 
application for coverage on March 1, 2011 because G’s 13-year-old child has autism. 

 
(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of 

family coverage in the individual market is a preexisting condition exclusion because the denial 
was based on the child’s autism, which was present before the date of denial of coverage.  
Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the 
applicability date of this section, the issuer is prohibited from imposing a preexisting condition 
exclusion with respect to G’s 13-year-old child. 

56.  Add  §147.126 to part 147 to read as follows: 

§147.126 No lifetime or annual limits. 

(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, 

a group health plan, or a health insurance issuer offering group or individual health insurance 

coverage, may not establish any lifetime limit on the dollar amount of benefits for any 

individual. 
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(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group or individual 

health insurance coverage, may not establish any annual limit on the dollar amount of benefits 

for any individual.  

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the 

requirement in paragraph (a)(2)(i) of this section.  

 (b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group or 

individual health insurance coverage, from placing annual or lifetime dollar limits with respect to 

any individual on specific covered benefits that are not essential health benefits to the extent that 

such limits are otherwise permitted under applicable Federal or State law.  (The scope of 

essential health benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group or individual health insurance coverage, from 

excluding all benefits for a condition.  However, if any benefits are provided for a condition, 

then the requirements of this section apply.  Other requirements of Federal or State law may 

require coverage of certain benefits.   

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to 

plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group 
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health plan, or a health insurance issuer offering group or individual health insurance coverage, 

may establish, for any individual, an annual limit on the dollar amount of benefits that are 

essential health benefits, provided the limit is no less than the amounts in the following schedule: 

(i) For a plan year (in the individual market, policy year) beginning on or after September 

23, 2010 but before September 23, 2011, $750,000. 

(ii) For a plan year (in the individual market, policy year) beginning on or after 

September 23, 2011 but before September 23, 2012, $1,250,000. 

(iii) For plan years (in the individual market, policy years) beginning on or after 

September 23, 2012 but before January 1, 2014, $2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 

paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits.  

(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy 

years) beginning before January 1, 2014, the Secretary  may establish a program under which the 

requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such 

period as is specified by the Secretary) for a group health plan or health insurance coverage that 

has an annual dollar limit on benefits below the restricted annual limits provided under paragraph 

(d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a 

significant decrease in access to benefits under the plan or health insurance coverage or would 

significantly increase premiums for the plan or health insurance coverage.   
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(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual— 

(i) Whose coverage or benefits under a group health plan or group or individual health 

insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits 

for any individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group or 

individual health insurance coverage on the first day of the first plan year (in the individual 

market, policy year) beginning on or after September 23, 2010 by reason of the application of 

this section.   

(2) Notice and enrollment opportunity requirements – (i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 

benefits) under the group health plan – or group or individual health insurance coverage – 

described in paragraph (e)(1) of this section, the plan and the issuer are required to give the 

individual written notice that the lifetime limit on the dollar value of all benefits no longer 

applies and that the individual, if covered, is once again eligible for benefits under the plan.  

Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an 

enrolled individual is eligible for but not enrolled in any benefit package under the plan or health 

insurance coverage, then the plan and issuer must also give such an individual an opportunity to 

enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  

The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided 
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beginning not later than the first day of the first plan year (in the individual market, policy year) 

beginning on or after September 23, 2010.   

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent (in the individual market, to the primary 

subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan 

or group health insurance coverage, the notices may be included with other enrollment materials 

that a plan distributes to employees, provided the statement is prominent.  For either notice, with 

respect to a group health plan or group health insurance coverage, if a notice satisfying the 

requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the 

notice with respect to that individual is satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

(in the individual market, policy year) beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the 

individual (and, if the individual would not be a participant once enrolled in the plan, the 

participant through whom the individual is otherwise eligible for coverage under the plan) must 

be offered all the benefit packages available to similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this 

purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit 

package.  The individual also cannot be required to pay more for coverage than similarly situated 
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individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value 

of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 
days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 

 
(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   
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Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 
beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the 
group health plan will cease to be a grandfathered health plan and will be generally subject to all 
of the provisions of PHS Act sections 2701 through 2719A.   
 

Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has 
individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 
million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance 
coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  
In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage 
maintains the annual limit of $1 million dollars. 
 

(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an 
equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 
147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance 
coverage are not subject to the requirements of this section relating to annual limits, the issuer 
does not have to comply with this paragraph (e). 

 
 (f) Applicability date.  The provisions of this section apply for plan years (in 

the individual market, for policy years) beginning on or after September 23, 2010.  See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 

(providing that the prohibitions on lifetime and annual limits apply to all grandfathered health 

plans that are group health plans and group health insurance coverage, including the special rules 

regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health 
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insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to 

individual health insurance coverage that is a grandfathered health plan). 

67.  Add  §147.128 to part 147 to read as follows: 

§ 147.128 Rules regarding rescissions. 

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer 

offering group or individual health insurance coverage, must not rescind coverage under the 

plan, or under the policy, certificate, or contract of insurance, with respect to an individual 

(including a group to which the individual belongs or family coverage in which the individual is 

included) once the individual is covered under the plan or coverage, unless the individual (or a 

person seeking coverage on behalf of the individual) performs an act, practice, or omission that 

constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, 

as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must provide at least 30 days 

advance written notice to each participant (in the individual market, primary subscriber) who 

would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in 

the case of group coverage, whether the coverage is insured or self-insured, or whether the 

rescission applies to an entire group or only to an individual within the group.  (The rules of this 

paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that 
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voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A 

cancellation or discontinuance of coverage is not a rescission if – 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 

 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part and part 146.  The questionnaire includes the following question: “Is there anything else 
relevant to your health that we should know?”  A inadvertently fails to list that A visited a 
psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and 
seeks benefits under the plan.  On or around the same time, the issuer receives information about 
A’s visits to the psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  
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(c)  Applicability date.  The provisions of this section apply for plan years 

(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 

147.140 of this Part for determining the application of this section to grandfathered health plans 

(providing that the rules regarding rescissions and advance notice apply to all grandfathered 

health plans). 

78.  Add  §147.138 to part 147 to read as follows: 

§ 147.138 Patient protections. 

(a) Choice of health care professional – (1) Designation of primary care provider—(i) In 

general.  If a group health plan, or a health insurance issuer offering group or individual health 

insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee 

of a participating primary care provider, then the plan or issuer must permit each participant, 

beneficiary, or enrollee to designate any participating primary care provider who is available to 

accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply 

with the rules of paragraph (a)(4) of this section by informing each participant (in the individual 

market, primary subscriber) of the terms of the plan or health insurance coverage regarding 

designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
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(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health 

plan or health insurance issuer offering group or individual health insurance coverage requires or 

provides for the designation of a participating primary care provider for a child by a participant, 

beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to 

designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s 

primary care provider if the provider participates in the network of the plan or issuer and is 

available to accept the child.  In such a case, the plan or issuer must comply with the rules of 

paragraph (a)(4) of this section by informing each participant (in the individual market, primary 

subscriber) of the terms of the plan or health insurance coverage regarding designation of a 

pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 
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(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 
paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct 

access.  A group health plan or health insurance issuer offering group or individual health 

insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization 

or referral by the plan, issuer, or any person (including a primary care provider) in the case of a 

female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological 

care provided by a participating health care professional who specializes in obstetrics or 

gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 

this section by informing each participant (in the individual market, primary subscriber) that the 

plan may not require authorization or referral for obstetrical or gynecological care by a 

participating health care professional who specializes in obstetrics or gynecology.  The plan or 

issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s 

policies and procedures, including procedures regarding referrals and obtaining prior 

authorization and providing services pursuant to a treatment plan (if any) approved by the plan or 

issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in 

obstetrics or gynecology is any individual (including a person other than a physician) who is 

authorized under applicable State law to provide obstetrical or gynecological care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 
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participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan or health insurance issuer offering 

group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or 

issuer— 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant, beneficiary, or enrollee of a participating 

primary care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to— 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 

 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
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(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
 
 (4) Notice of right to designate a primary care provider—(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee 

of a primary care provider, the plan or issuer must provide a notice informing each participant (in 

the individual market, primary subscriber) of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider and of the rights – 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant, beneficiary, or enrollee can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 
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 (ii) Timing.  In the case of a group health plan or group health insurance coverage, the 

notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or 

issuer provides a participant with a summary plan description or other similar description of 

benefits under the plan or health insurance coverage.  In the case of individual health insurance 

coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever 

the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance. 

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants, beneficiaries, or enrollees, insert: 
 
[Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
 
(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant, beneficiary, or enrollee of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 

Obtained by Judicial Watch July 11, 2011 through FOIA 



PRELIMINARY DISCUSSION DRAFT of 6.16.10  
Not for Public Distribution 

 

 101

referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health 

insurance issuer offering group or individual health insurance coverage, provides any benefits 

with respect to services in an emergency department of a hospital, the plan or issuer must cover 

emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of 

this paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner –  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 

(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 
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(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the 

cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the 

services were provided in-network.  However, a participant, beneficiary, or enrollee may be 

required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-

network provider charges over the amount the plan or issuer is required to pay under this 

paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the 

requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service 

in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), 

(b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing 

requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 

participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  In determining the median described in the 

preceding sentence, the amount negotiated with each in-network provider is treated as a separate 

amount (even if the same amount is paid to more than one provider).  If there is no per-service 

amount negotiated with in-network providers (such as under a capitation or other similar 

payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 
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(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is 

determined without reduction for out-of-network cost sharing that generally applies under the 

plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if 

a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-

network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total 

(that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced 

by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced 

by the in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee. 

(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 
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(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
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(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip code by zip code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 

 
(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 

respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

Obtained by Judicial Watch July 11, 2011 through FOIA 



PRELIMINARY DISCUSSION DRAFT of 6.16.10  
Not for Public Distribution 

 

 106

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition – 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 

 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date.  The provisions of this section apply for plan years 

(in the individual market, policy years) beginning on or after September 23, 2010.    See 

§ 147.140 of this Part for determining the application of this section to grandfathered health 

plans (providing that these rules regarding patient protections do not apply to grandfathered 

health plans). 
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●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Email:  E-OHPSCA715.EBSA@dol.gov.  



●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43.


Comments received by the Department of Labor will be posted without change to http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 Constitution Avenue, NW, Washington, DC 20210.  


Department of Health and Human Services.  In commenting, please refer to file code OCIIO-XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments by facsimile (FAX) transmission.  

You may submit comments in one of four ways (please choose only one of the ways listed):



1.  Electronically.  You may submit electronic comments on this regulation to http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab.


2.  By regular mail.  You may mail written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight


Department of Health and Human Services, 


Attention: OCIIO-9991-IFC, 


P.O. Box 8016, 


Baltimore, MD 21244-1850.


Please allow sufficient time for mailed comments to be received before the


close of the comment period.



3.  By express or overnight mail.  You may send written comments to the following address ONLY:


Office of Consumer Information and Insurance Oversight, 


Department of Health and Human Services, 


Attention: OCIIO-9991-IFC, 


Mail Stop C4-26-05,


7500 Security Boulevard,  


Baltimore, MD 21244-1850.


4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written comments before the close of the comment period to either of the following addresses:


a.  For delivery in Washington, DC--


Office of Consumer Information and Insurance Oversight,


Department of Health and Human Services, 


Room 445-G, Hubert H. Humphrey Building, 


200 Independence Avenue, SW, 


Washington, DC 20201


(Because access to the interior of the Hubert H. Humphrey Building is not readily available to persons without Federal government identification, commenters are encouraged to leave their comments in the OCIIO drop slots located in the main lobby of the building.  A stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and retaining an extra copy of the comments being filed.)


b.  For delivery in Baltimore, MD--



Centers for Medicare & Medicaid Services, 



Department of Health and Human Services,



7500 Security Boulevard, 



Baltimore, MD 21244-1850



If you intend to deliver your comments to the Baltimore address, please call (410) 786-7195 in advance to schedule your arrival with one of our staff members.  



Comments mailed to the addresses indicated as appropriate for hand or courier delivery may be delayed and received after the comment period.



Submission of comments on paperwork requirements.  You may submit comments on this document’s paperwork requirements by following the instructions at the end of the “Collection of Information Requirements” section in this document.



   Inspection of Public Comments:  All comments received before the close of the comment period are available for viewing by the public, including any personally identifiable or confidential business information that is included in a comment.  We post all comments received before the close of the comment period on the following website as soon as possible after they have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site to view public comments.  



Comments received timely will also be available for public inspection as they are received, generally beginning approximately three weeks after publication of a document, at the headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  To schedule an appointment to view public comments, phone 1-800-743-3951.


Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one of the following methods: 


●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for submitting comments.



●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, P.O. Box 7604, Ben Franklin Station, Washington, DC 20044.



●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 Constitution Avenue, NW, Washington DC 20224.


All submissions to the IRS will be open to public inspection and copying in Room 1621, 1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m.


FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee Benefits Security Administration, Department of Labor, at (202) 693‑8335; Karen Levin, Internal Revenue Service, Department of the Treasury, at (202) 622‑6080; Jim Mayhew, Office of Consumer Information and Insurance Oversight, Department of Health and Human Services, at (410) 786-1565.


CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information from the Department of Labor concerning employment-based health coverage laws may call the EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website (http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website (http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on health reform can be found at http://www.healthreform.gov. 


SUPPLEMENTARY INFORMATION:

I.  Background


The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health insurance issuers in the group and individual markets.  The term “group health plan” includes both insured and self-insured group health plans.
  The Affordable Care Act adds section 715(a)(1) to the Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act into ERISA and the Code, and make them applicable to group health plans, and health insurance issuers providing health insurance coverage in connection with group health plans.  The PHS Act sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 through 2719A are substantially new, though they incorporate some provisions of prior law.  PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly minor, changes.  


Subtitles A and C of title I of the Affordable Care Act amend the requirements of title XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The preemption provisions of ERISA section 731 and PHS Act section 2724
 (implemented in 29 CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to supersede any provision of State law which establishes, implements, or continues in effect any standard or requirement solely relating to health insurance issuers in connection with group or individual health insurance coverage except to the extent that such standard or requirement prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws that impose on health insurance issuers requirements that are stricter than the requirements imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.  


The Departments of Health and Human Services, Labor, and the Treasury (the Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 2719A in several phases.  The first publication in this series was a Request for Information relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was interim final regulations implementing section 1251 of the Affordable Care Act (relating to status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 FR 34538).  These interim final regulations are being published to implement PHS Act sections 2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient protections).  PHS Act section 2704 generally is effective for plan years (in the individual market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is effective for plan years beginning on or after September 23, 2010; or in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.
  The rest of these provisions generally are effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010, which is six months after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of other provisions of PHS Act sections 2701 through 2719A will be addressed in future regulations.    


II.  Overview of the Regulations 

A.  
PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)    

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which amends the HIPAA
 rules relating to preexisting condition exclusions to provide that a group health plan and a health insurance issuer offering group or individual health insurance coverage may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the effective date of these amendments) apply only to group health plans and group health insurance coverage, and permit limited exclusions of coverage based on a preexisting condition under certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition exclusion from being imposed by group health plans or group health insurance coverage and extends this protection to individual health insurance coverage.  This prohibition generally is effective with respect to plan years (in the individual market, policy years) beginning on or after January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes effective for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding preexisting condition exclusions continue to apply.   



HIPAA generally defines a preexisting condition exclusion
 as a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that date.  Based on this definition, PHS Act section 2704, as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific benefits associated with a preexisting condition in the case of an enrollee, but a complete exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.  



The protections in the new PHS Act section 2704 generally apply for plan years (in the individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care Act provides, however, that these protections apply with respect to enrollees under age 19 for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In order for an individual seeking enrollment to receive the same protection that applies in the case of such an enrollee, the individual similarly could not be denied enrollment or specific benefits based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 19 with a preexisting condition from being denied coverage under a plan or health insurance coverage (through denial of enrollment or denial of specific benefits) based on the preexisting condition.



These interim final regulations do not change the HIPAA rule that an exclusion of benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless of when the condition arose relative to the effective date of coverage.  This point is illustrated with examples in the HIPAA regulations on preexisting condition exclusions, which remain in effect.
  (Other requirements of Federal or State law, however, may prohibit certain benefit exclusions.)  

Application to grandfathered health plans.  Under the statute and these interim final regulations, a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 147.140 regarding status as a grandfathered health plan. 


B.  
PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 2590.715-2711, 45 CFR 147.126)    

Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim final regulations generally prohibit group health plans and health insurance issuers offering group or individual health insurance coverage from imposing lifetime or annual limits on the dollar value of health benefits.  


The restriction on annual limits applies differently to certain account-based plans, especially where other rules apply to limit the benefits available.  For example, under section 9005 of the Affordable Care Act, salary reduction contributions for health flexible spending arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  beginning with taxable years beginning 2013.  These interim final regulations provide that the annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not treated as group health plans because the amounts available under the plans are available for both medical and non-medical expenses.
  Moreover, annual contributions to MSAs and HSAs are subject to specific statutory provisions that require that the contributions be limited.  

Health Reimbursement Arrangements (HRAs) are another type of account-based health plan and typically consist of a promise by an employer to reimburse medical expenses during the year up to a certain amount, with unused amounts available to reimburse medical expenses in future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When HRAs are integrated with other coverage as part of a group health plan and the other coverage alone would comply with the requirements of PHS Act section 2711, the fact that benefits under the HRA by itself are limited does not violate PHS Act section 2711 because the combined benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable Care Act for plans with fewer than two current employees means that the retiree-only HRA is generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The Departments request comments regarding the application of PHS Act section 2711 to stand-alone HRAs that are not retiree-only plans.  


The statute prohibits annual limits on the dollar value of benefits generally, but allows “restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) of the Affordable Care Act) for plan years (in the individual market, policy years) beginning before January 1, 2014.  Grandfathered individual market policies are exempted from this provision.  In addition, the statute provides that, with respect to benefits that are not essential health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on specific covered benefits.  These interim final regulations define “essential health benefits” by cross-reference to section 1302(b) of the Affordable Care Act
 and applicable regulations.   Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.  

For plan years (in the individual market, policy years) beginning before the issuance of regulations defining “essential health benefits”, for purposes of enforcement, the Departments will take into account good faith efforts to comply with a reasonable interpretation of the term “essential health benefits”.  For this purpose, a plan or issuer must apply the definition of essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to a particular benefit – thus taking the position that it was not an essential health benefit – and at the same time treat that particular benefit as an essential health benefit for purposes of applying the restricted annual limit.

These interim final regulations clarify that the prohibition under PHS Act section 2711 does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of all benefits for a condition is not considered to be an annual or lifetime dollar limit.  


The statute and these interim final regulations provide that for plan years (in the individual market, policy years) beginning before January 1, 2014, group health plans and health insurance issuers offering group or individual health insurance coverage may establish a restricted annual limit on the dollar value of essential health benefits.  The statute provides that in defining the term restricted annual limit, the Departments should ensure that access to needed services is made available with a minimal impact on premiums.  For a detailed discussion of the basis for determining restricted annual limits, see section IV.B.3 later in this preamble.  

In order to mitigate the potential for premium increases for all plans and policies, while at the same time ensuring access to essential health benefits, these interim final regulations adopt a three-year phased approach for restricted annual limits.  Under these interim final regulations, annual limits on the dollar value of benefits that are essential health benefits may not be less than the following amounts for plan years (in the individual market, policy years) beginning before January 1, 2014:  


· For plan or policy years beginning on or after September 23, 2010 but before September 23, 2011, $750,000; 


· For plan or policy years beginning on or after September 23, 2011 but before September 23, 2012, $1.25 million; and


· For plan or policy years beginning on or after September 23, 2012 but before January 1, 2014, $2 million.  


As these are minimums for plan years (in the individual market, policy years) beginning before 2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and policies with plan or policy years that begin between September 23 and December 31 have more than one plan or policy year under which the $2 million minimum annual limit is available; however, a plan or policy generally may not impose an annual limit for a plan year beginning after December 31, 2013.


The minimum annual limits for plan or policy years beginning before 2014 apply on an individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to families may not operate to deny a covered individual the minimum annual benefits for the plan year (in the individual market, policy year).  These interim final regulations clarify that, in applying annual limits for plan years (in the individual market, policy years) beginning before January 1, 2014, the plan or health insurance coverage may take into account only essential health benefits.  


The restricted annual limits provided in these interim final regulations are designed to ensure that, in the vast majority of cases, that individuals would have access to needed services with a minimal impact on premiums.  So that individuals with certain coverage, including coverage under a limited benefit plan, would not be denied access to needed services or experience more than a minimal impact on premiums, these interim final regulations provide for the Secretary of Health and Human Services to establish a program under which the requirements relating to annual limits may be waived if compliance with these interim final regulations would result in a significant decrease in access to benefits or a significant increase in premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and process for applying for a waiver is expected to be issued in the near future.

Under these interim final regulations, individuals who reached a lifetime limit under a plan or health insurance coverage prior to the applicability date of these interim final regulations and are otherwise still eligible under the plan or health insurance coverage must be provided with a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the plan or health insurance coverage, these interim final regulations also provide an enrollment (in the individual market, reinstatement) opportunity for such individuals.   In the individual market, this reinstatement opportunity does not apply to individuals who reached their lifetime limits in individual health insurance coverage if the contract is not renewed or otherwise is no longer in effect.  It would apply, however, to a family member who reached the lifetime limit in a family policy in the individual market while other family members remain in the coverage.  These notices and the enrollment opportunity must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.
  That is, they must be given the right to enroll in all of the benefit packages available to similarly situated individuals upon initial enrollment.

Application to grandfathered health plans.  The statute and these interim final regulations relating to the prohibition on lifetime limits apply to all group health plans and health insurance issuers offering group or individual health insurance coverage, whether or not the plan qualifies as a grandfathered health plan, for plan years (in the individual market, policy years) beginning on or after September 23, 2010.  The statute and these interim final regulations relating to the prohibition on annual limits, including the special rules regarding restricted annual limits for plan years beginning before January 1, 2014, apply to group health plans and group health insurance coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health plans that are individual health insurance coverage.  The interim final regulations issued under section 1251 of the Affordable Care Act provide that:

· A plan or health insurance coverage that, on March 23, 2010, did not impose an overall annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage imposes an overall annual limit on the dollar value of benefits.  


· A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime limit on the dollar value of all benefits but no overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage adopts an overall annual limit at a dollar value that is lower than the dollar value of the lifetime limit on March 23, 2010.  


· A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan or health insurance coverage decreases the dollar value of the annual limit (regardless of whether the plan or health insurance coverage also imposed an overall lifetime limit on March 23, 2010 on the dollar value of all benefits).


C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR 

     2590.715-2712, 45 CFR 147.128)

PHS Act section 2712 provides rules regarding rescissions of health coverage for group health plans and health insurance issuers offering group or individual health insurance coverage.  Under the statute and these interim final regulations, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage except in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a federal floor and is more protective of individuals with respect to the standard for rescission than the standard that might have previously existed under State insurance law or Federal common law.  That is, under prior law, rescission may have been permissible if an individual made a misrepresentation of material fact, even if the misrepresentation was not intentional or made knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these interim final regulations, plans and issuers cannot rescind coverage unless an individual was involved in fraud or made an intentional misrepresentation of material fact.  This standard applies to all rescissions, whether in the group or individual insurance market, and whether insured or self-insured coverage.  These rules also apply regardless of any contestability period that may otherwise apply.

This provision in PHS Act section 2712 builds on already-existing protections in PHS Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions generally provide that a health insurance issuer in the group and individual markets cannot cancel, or fail to renew, coverage for an individual or a group for any reason other than those enumerated in the statute (that is, nonpayment of premiums; fraud or intentional misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the market; movement of an individual or an employer outside the service area; or, for bona fide association coverage, cessation of association membership).  Moreover, this new provision also builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans and group health insurance issuers may not set eligibility rules based on factors such as health status and evidence of insurability – including acts of domestic violence or disability.   They also provide limits on the ability of plans and issuers to vary premiums and contributions based on health status.  Starting on January 1, 2014, additional protections will apply in the individual market, including guaranteed issue of all products, nondiscrimination based on health status, and no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.    


These interim final regulations also clarify that other requirements of Federal or State law may apply in connection with a rescission or cancellation of coverage beyond the standards established in PHS Act section 2712, if they are more protective of individuals.  For example, if a State law applicable to health insurance issuers were to provide that rescissions are permitted only in cases of fraud, or only within a contestability period, which is more protective of individuals, such a law would not conflict with, or be preempted by, the federal standard and would apply. 

These interim final regulations include several clarifications regarding the standards for rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of PHS Act section 2712 apply whether the rescission applies to a single individual, an individual within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to rescind coverage of an entire employment-based group because of the actions of an individual within the group, the standards of these interim final regulations would apply.  Second, these interim final regulations clarify that the rules of PHS Act section 2712 apply to representations made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan sponsor seeks coverage from an issuer for an entire employment-based group and makes representations, for example, regarding the prior claims experience of the group, the standards of these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or practices that constitute fraud.  These interim final regulations clarify that, to the extent that an omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage under this section.  An example in these interim final regulations illustrates the application of the rule to misstatements of fact that are inadvertent.  


For purposes of these interim final regulations, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.  Cancellations of coverage are addressed under other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 715 and Code section 9815, addresses appeals of coverage determinations and includes provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue guidance on PHS Act section 2719 in the very near future.

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 adds a new advance notice requirement when coverage is rescinded where still permissible.   Specifically, the second sentence in section 2712 provides that coverage may not be cancelled unless prior notice is provided.  These interim final regulations provide that a group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 calendar days advance notice to an individual before coverage may be rescinded.
  The notice must be provided regardless of whether the rescission is of group or individual coverage; or whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission applies to an entire group or only to an individual within the group.  This 30-day period will provide individuals and plan sponsors with an opportunity to explore their rights to contest the rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue future guidance on any notice requirements under PHS Act section 2712 for cancellations of coverage other than in the case of rescission.

In this new Federal statutory protection against rescissions, the Affordable Care Act provides new rights to individuals who, for example, may have done their best to complete what can sometimes be long, complex enrollment questionnaires but may have made some errors, for which the consequences were overly broad and unfair.  These interim final regulations provide initial guidance with respect to the statutory restrictions on rescission.  If the Departments become aware of attempts in the marketplace to subvert these rules, the Departments may issue additional regulations or administrative guidance to ensure that individuals do not lose health coverage unjustly or without due process.

Application to grandfathered health plans.  The rules regarding rescissions and advance notice apply to all grandfathered health plans.

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715- 


      2719A, 45 CFR 147.138)


Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or individual health insurance coverage, a set of three requirements relating to the choice of a health care professional and requirements relating to benefits for emergency services.  The three requirements relating to the choice of health care professional apply only with respect to a plan or health insurance coverage with a network of providers.
  Thus, a plan or issuer that has not negotiated with any provider for the delivery of health care but merely reimburses individuals covered under the plan for their receipt of health care is not subject to the requirements relating to the choice of a health care professional.  However, such plans or health insurance coverage are subject to requirements relating to benefits for emergency services.   These interim final regulations reorder the statutory requirements so that all three of the requirements relating to the choice of a health care professional are together and add a notice requirement for those three requirements.  None of these requirements apply to grandfathered health plans.

1.  Choice of Health Care Professional


The statute and these interim final regulations provide that if a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a notice informing each participant (or in the individual market, the primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.  


The statute and these interim final regulations impose a requirement for the designation of a pediatrician similar to the requirement for the designation of a primary care physician.  Specifically, if a plan or issuer requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the child's primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the notice requirements with respect to designation of a primary care provider.  The general terms of the plan or health insurance coverage regarding pediatric care otherwise are unaffected, including any exclusions with respect to coverage of pediatric care.

The statute and these interim final regulations also provide rules for a group health plan, or a health insurance issuer offering group or individual health insurance coverage, that provides coverage for obstetrical or gynecological care and requires the designation of an in-network primary care provider.  In such a case, the plan or issuer may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) for a female participant, beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network health care professional who specializes in obstetrics or gynecology.  The plan or issuer must inform each participant (in the individual market, primary subscriber) that the plan or issuer may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  Nothing in these interim final regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological provider to otherwise adhere to policies and procedures regarding referrals, prior authorization for treatments, and the provision of services pursuant to a treatment plan approved by the plan or issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, by the professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this purpose, a health care professional who specializes in obstetrics or gynecology is any individual who is authorized under applicable State law to provide obstetrical or gynecological care, and is not limited to a physician.


The general terms of the plan or coverage regarding exclusions of coverage with respect to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do not preclude the plan or issuer from requiring that the obstetrical or gynecological provider notify the primary care provider or the plan or issuer of treatment decisions.


When applicable, it is important that individuals enrolled in a plan or health insurance coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan or issuer requires designation of a primary care physician; or (2) obtain obstetrical or gynecological care without prior authorization.  Accordingly, these interim final regulations require such plans and issuers to provide a notice to participants (in the individual market, primary subscribers) of these rights when applicable.   Model language is provided in these interim final regulations.  The notice must be provided whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage, or in the individual market, provides a primary subscriber with a policy, certificate, or contract of health insurance.


2.  Emergency Services


If a plan or health insurance coverage provides any benefits with respect to emergency services in an emergency department of a hospital, the plan or issuer must cover emergency services in a way that is consistent with these interim final regulations.  These interim final regulations require that a plan providing emergency services must do so without the individual or the health care provider having to obtain prior authorization (even if the emergency services are provided out of network) and without regard to whether the health care provider furnishing the emergency services is an in-network provider with respect to the services.  The emergency services must be provided without regard to any other term or condition of the plan or health insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with a network of providers that provides benefits for emergency services, the plan or issuer may not impose any administrative requirement or limitation on benefits for out-of-network emergency services that is more restrictive than the requirements or limitations that apply to in-network emergency services.   


Additionally, for a plan or health insurance coverage with a network, these interim final regulations provide rules for cost-sharing requirements for emergency services that are expressed as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network emergency services cannot exceed the cost-sharing requirements that would be imposed if the services were provided in-network.  Out-of-network providers may, however, also balance bill patients for the difference between the providers’ charges and the amount collected from the plan or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing for out-of-network services be limited to that imposed in network only applies to cost sharing expressed as a copayment or coinsurance rate.

Because the statute does not require plans or issuers to cover balance billing amounts, and does not prohibit balance billing, even where the protections in the statute apply, patients may be subject to balance billing.  It would defeat the purpose of the protections in the statute if a plan or issuer paid an unreasonably low amount to a provider, even while limiting the coinsurance or copayment associated with that amount to in-network amounts.   To avoid the circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these interim final regulations require that a reasonable amount be paid for services by some objective standard.  In establishing the reasonable amount that must be paid, the Departments had to account for wide variation in how plans and issuers determine both in-network and out-of-network rates.  For example, for a plan using a capitation arrangement to determine in-network payments to providers, there is no in-network rate per service.  Accordingly, these interim final regulations consider three amounts: the in-network rate, the out-of-network rate, and the Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations in the statute if it provides benefits for out-of-network emergency services in an amount equal to the greatest of three possible amounts—


(1) The amount negotiated with in-network providers for the emergency service furnished; 


(2) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-network cost-sharing provisions; or 


(3) The amount that would be paid under Medicare for the emergency service.
  


Each of these three amounts is calculated excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  

For plans and health insurance coverage under which there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the first amount above is disregarded, meaning that the greatest amount is going to be either the out-of-network amount or the Medicare amount.  Additionally, with respect to determining the first amount, if a plan or issuer has more than one negotiated amount with in-network providers for a particular emergency service, the amount is the median of these amounts, treating the amount negotiated with each provider as a separate amount in determining the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the amounts taken into account to determine the median would be $100, $100, $100, $125, and $150; and the median would be $100.  Following the commonly accepted definition of median, if there are an even number of amounts, the median is the average of the middle two.  (Cost sharing imposed with respect to the participant, beneficiary or enrollee would be deducted from this amount before determining the greatest of the three amounts above.) 

The second amount above is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the second amount above for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).

Although a plan or health insurance coverage is generally not constrained by the requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or coinsurance, these interim final regulations include an anti-abuse rule with respect to such other cost-sharing requirements so that the purpose of limiting copayments and coinsurance for emergency services to the in-network rate cannot be thwarted by manipulation of these other cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a deductible or out-of-pocket maximum, may be imposed with respect to out-of-network emergency services only if the cost-sharing requirement generally applies to out-of-network benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.  A plan or health insurance coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or enrollee is required to pay less for emergency services than for general out-of-network services; the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services than for general out-of-network services.

In applying the rules relating to emergency services, the statute and these interim final regulations define the terms emergency medical condition, emergency services, and stabilize.  These terms are defined generally in accordance with their meaning under the Emergency Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There are, however, some minor variances from the EMTALA definitions.  For example, both EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the same consequences that could reasonably be expected to occur in the absence of immediate medical attention.  Under EMTALA regulations, the likelihood of these consequences is determined by qualified hospital medical personnel, while under PHS Act section 2719A the standard is whether a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in such consequences.

Application to grandfathered health plans.  The statute and these interim final regulations relating to certain patient protections do not apply to grandfathered health plans.  However, other Federal or State laws related to these patient protections may apply regardless of grandfather status.


III.  Interim Final Regulations and Request for Comments


Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to promulgate any interim final rules that they determine are appropriate to carry out the provisions of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those sections into ERISA section 715 and Code section 9815.  


In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary to the public interest.  The provisions of the APA that ordinarily require a notice of proposed rulemaking do not apply here because of the specific authority granted by section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were applicable, the Secretaries have determined that it would be impracticable and contrary to the public interest to delay putting the provisions in these interim final regulations in place until a full public notice and comment process was completed.  As noted above, numerous provisions of the Affordable Care Act are applicable for plan years (in the individual market, policy years) beginning on or after September 23, 2010, six months after date of enactment.  Had the Departments published a notice of proposed rulemaking, provided for a 60-day comment period, and only then prepared final regulations, which would be subject to a 60-day delay in effective date, it is unlikely that it would have been possible to have final regulations in effect before late September, when these requirements could be in effect for some plans or policies.  Moreover, the requirements in these regulations require significant lead time in order to implement.  


For example, in the case of the requirement under PHS Act section 2711 prohibiting overall lifetime dollar limits, these interim final regulations require that an enrollment opportunity be provided for an individual whose coverage ended by reason of reaching a lifetime limit no later than the first day this requirement takes effect.  Preparations presumably would have to be made to put such an enrollment process in place.  In the case of requirements for emergency care under PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-network providers by as early as the first plan or policy year beginning on or after September 23, 2010.  With respect to all the changes that would be required to be made under these interim final regulations, whether adding coverage of children with a preexisting condition under PHS Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 2712, group health plans and health insurance issuers have to be able to take these changes into account in establishing their premiums, and in making other changes to the designs of plan or policy benefits, and these premiums and plan or policy changes would have to receive necessary approvals in advance of the plan or policy year in question.      


Accordingly, in order to allow plans and health insurance coverage to be designed and implemented on a timely basis, regulations must be published and available to the public well in advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to have a full notice and comment process and to publish final regulations in the brief time between enactment of the Affordable Care Act and the date regulations are needed. 


The Secretaries further find that issuance of proposed regulations would not be sufficient because the provisions of the Affordable Care Act protect significant rights of plan participants and beneficiaries and individuals covered by individual health insurance policies and it is essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about their rights and responsibilities.  Proposed regulations are not binding and cannot provide the necessary certainty.  By contrast, the interim final regulations provide the public with an opportunity for comment, but without delaying the effective date of the regulations.


For the foregoing reasons, the Departments have determined that it is impracticable and contrary to the public interest to engage in full notice and comment rulemaking before putting these regulations into effect, and that it is in the public interest to promulgate interim final regulations.


[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document]


V.  Statutory Authority


The Department of the Treasury temporary regulations are adopted pursuant to the authority contained in sections 7805 and 9833 of the Code.



The Department of Labor interim final regulations are adopted pursuant to the authority contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).



The Department of Health and Human Services interim final regulations are adopted pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended.
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DEPARTMENT OF THE TREASURY


Internal Revenue Service


26 CFR Chapter 1


Accordingly, 26 CFR Parts 54 and 602 are amended as follows:


PART 54--PENSION EXCISE TAXES


Paragraph 1.  The authority citation for part 54 is amended by adding entries for §§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to read in part as follows:


Authority: 26 U.S.C. 7805. * * *


Section 54.9815-2704T also issued under 26 U.S.C. 9833.


Section 54.9815-2711T also issued under 26 U.S.C. 9833. 


Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * *


Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * *



Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in the definition of group health plan and by revising the definition of preexisting condition exclusion.  The revised definitions read as follows:


§54.9801-2 Definitions.  


*
*
*
*
*



Group health plan or plan means a group health plan within the meaning of §54.9831-1(a).


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§54.9801-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of §54.9801-2.


*
*
*
*
*


Par. 4. Section 54.9815-2704T is added to read as follows:


§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).  


(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in §54.9801-2).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see §54.9801-3(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 



(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.


(b) Effective/applicability date--(1) General applicability date. Except as provided in

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


(c)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 5. Section 54.9815-2711T is added to read as follows:


§54.9815-2711T No lifetime or annual limits (temporary).


(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual.


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph (a)(2)(i) of this section.



(b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits.


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual--

(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.


(2) Notice and enrollment opportunity requirements--(i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan -- or group health insurance coverage -- described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  


Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §54.9815-1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


 (f)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits). 


(g)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 6. Section 54.9815-2712T is added to read as follows:


§54.9815-2712T Rules regarding rescissions (temporary).


(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if--

(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).  


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 7. Section 54.9815-2719AT is added to read as follows:


§54.9815-2719AT Patient protections (temporary).


(a) Choice of health care professional--(1) Designation of primary care provider--(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer--


(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to--


(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider--(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights--

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


 [Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner-- 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip-code-by-zip-code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition--


(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Effective/applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans). 


(d)  Expiration date.  This section expires on or before [INSERT DATE 3 YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL REGISTER].


Par. 8. The authority citation for part 602 continues to read in part as follows:


Authority:  26 U.S.C. 7805 * * *

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to the table to read as follows:


§602.101 OMB Control numbers.


*   *   *   *   *


(b) * * *


________________________________________________________________________


CFR part or section where                                                                      Current OMB


identified and described                                                                              control No.      


________________________________________________________________________


* * * * * * *


54.9815-2711T.................................................................................................1545-


54.9815-2712T.................................................................................................1545-


54.9815-2719AT...............................................................................................1545-


* * * * * * *


________________________________________________________________________


DEPARTMENT OF LABOR


Employee Benefits Security Administration


29 CFR Chapter XXV


29 CFR Part 2590 is amended as follows:


PART 2590—RULES AND REGULATIONS FOR GROUP HEALTH PLANS


1. The authority citation for Part 2590 continues to read as follows:


Authority: 


29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009).


Subpart B—Other Requirements



2.  Section 2590.701-2 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 2590.701-2 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*



3.  Section 2590.701-3 is amended by revising paragraph (a)(1)(i) to read as follows:


§ 2590.701-3 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 2590.701-2 of this Part.


*
*
*
*
*


4. Section 2590.715-2704 is added to subpart C to read as follows:


§ 2590.715-2704 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 2590.701-2 of this Part).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 2590.701-3(a)(1)(ii) of this Part):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions).


(4) Example.  The rules of this paragraph (b) are illustrated by the following example:


Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


5. Section 2590.715-2711 is added to subpart C to read as follows:


§2590.715-2711 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary of Health and Human Services.  For plan years beginning before January 1, 2014, the Secretary of Health and Human Services may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary of Health and Human Services) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group health insurance coverage on the first day of the first plan year beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent.  In addition, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer.


(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §2590.701-6(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §2590.715-1251(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


(f) Applicability date.  The provisions of this section apply for plan years beginning on or after September 23, 2010.  See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits).

6. Section 2590.715-2712 is added to subpart C to read as follows:


§ 2590.715-2712 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group health insurance coverage, must provide at least 30 days advance written notice to each participant who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)   


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).


7. Section 2590.715-2719A is added to subpart C to read as follows:


§ 2590.715-2719A Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group health insurance coverage, requires or provides for designation by a participant or beneficiary of a participating primary care provider, then the plan or issuer must permit each participant or beneficiary to designate any participating primary care provider who is available to accept the participant or beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant or beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant or beneficiary who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant or beneficiary of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant or beneficiary of a primary care provider, the plan or issuer must provide a notice informing each participant of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant or beneficiary can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants or beneficiaries, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant or beneficiary of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


(b) Coverage of emergency services—(1) Scope.  If a group health plan, or a health insurance issuer offering group health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant or beneficiary if the services were provided in-network.  However, a participant or beneficiary may be required to pay, in addition to the in-network cost sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network). 


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant or beneficiary.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example  3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


beginning on or after September 23, 2010.    See § 2590.715-1251 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).


DEPARTMENT OF HEALTH AND HUMAN SERVICES


Office of Consumer Information and Insurance Oversight


45 CFR Subtitle A


For the reasons stated in the preamble, the department of Health and Human Services amends 45 CFR 144 as follows:


PART 144—REQUIREMENTS RELATING TO HEALTH INSURANCE COVERAGE


1.  The authority citation for part 144 continues to read as follows:


 Authority:   Secs. 2701 through 2763, 2791, and 2792 of the Public Health Service Act, 42 U.S.C. 300gg through 300gg–63, 300gg–91, and 300gg–92.


2.  Section  144.103 is amended by revising the definition of preexisting condition exclusion to read as follows:


§ 144.103 Definitions.  


*
*
*
*
*


Preexisting condition exclusion means a limitation or exclusion of benefits (including a denial of coverage) based on the fact that the condition was present before the effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or treatment was recommended or received before that day.  A preexisting condition exclusion includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an individual as a result of information relating to an individual’s health status before the individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a group health plan, or group or individual health insurance coverage (or other coverage provided to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a result of a pre-enrollment questionnaire or physical examination given to the individual, or review of medical records relating to the pre-enrollment period.


*
*
*
*
*

Subpart B—Requirements Relating to Access and Renewability of Coverage, and Limitations on Preexisting Condition Exclusion Periods


3.  Section 146.111(a)(1)(i) is revised to read as follows:


§ 146.111 Limitations on preexisting condition exclusion period.  


 
(a) Preexisting condition exclusion—(1) Defined—(i) A preexisting condition exclusion means a preexisting condition exclusion within the meaning of § 144.103 of this Part.


*
*
*
*
*


PART 147—HEALTH INSURANCE REFORM REQUIREMENTS FOR THE GROUP AND INDIVIDUAL HEALTH INSURANCE MARKETS



4.  The authority citation for part 147 continues to read as follows: 


Authority: 2701 through 2763, 2791, and 2792 of the Public Health Service Act (42 USC 300gg through 300gg–63, 300gg–91, and 300gg–92), as amended.

5.  Add §147.108 to part 147 to read as follows:


§ 147.108 Prohibition of preexisting condition exclusions.  


(a) No preexisting condition exclusions—(1) In general. A group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not impose any preexisting condition exclusion (as defined in § 144.103).  


 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples (for additional examples illustrating the definition of a preexisting condition exclusion, see § 146.111(a)(1)(ii)):


Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage under the policy.


(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as a result of a traumatic injury if the injury occurred before the effective date of coverage is a preexisting condition exclusion because it operates to exclude benefits for a condition based on the fact that the condition was present before the effective date of coverage under the policy.


Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that C has type 2 diabetes. 


  
(ii)  Conclusion.   In this Example 2, M’s denial of C’s application for coverage is a preexisting condition exclusion because a denial of an application for coverage based on the fact that a condition was present before the date of denial is an exclusion of benefits based on a preexisting condition.  


(b) Applicability—(1) General applicability date. Except as provided in paragraph


(b)(2) of this section, the requirements of this section apply for plan years beginning on or after January 1, 2014; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after January 1, 2014.  


(2) Early applicability date for children.  The requirements of this section apply with respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan years beginning on or after September 23, 2010; in the case of individual health insurance coverage, for policy years beginning, or applications denied, on or after September 23, 2010.


(3) Applicability to grandfathered health plans.  See § 147.140 for determining the application of this section to grandfathered health plans (providing that a grandfathered health plan that is a group health plan or group health insurance coverage must comply with the prohibition against preexisting condition exclusions; however, a grandfathered health plan that is individual health insurance coverage is not required to comply with PHS Act section 2704).


(4) Examples.  The rules of this paragraph (b) are illustrated by the following examples:


Example 1. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-old child in the group health plan maintained by F’s employer, with a first day of coverage of October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was treated for asthma within the six-month period prior to the enrollment date and the plan imposes a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins on January 1, 2011.


(ii)  Conclusion.  In this Example 1, the plan year beginning January 1, 2011 is the first plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting condition exclusion was imposed by the plan before the applicability date of this provision.


Example 2.  (i) Facts.  Individual G applies for a policy of family coverage in the individual market for G, G’s spouse, and G’s 13-year-old child.  The issuer denies the application for coverage on March 1, 2011 because G’s 13-year-old child has autism.


(ii)  Conclusion.  In this Example 2, the issuer’s denial of G’s application for a policy of family coverage in the individual market is a preexisting condition exclusion because the denial was based on the child’s autism, which was present before the date of denial of coverage.  Because the child is under 19 years of age and the March 1, 2011 denial of coverage is after the applicability date of this section, the issuer is prohibited from imposing a preexisting condition exclusion with respect to G’s 13-year-old child.

6.  Add §147.126 to part 147 to read as follows:


§147.126 No lifetime or annual limits.


(a) Prohibition—(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any lifetime limit on the dollar amount of benefits for any individual.


(2) Annual limits—(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and (d) of this section, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may not establish any annual limit on the dollar amount of benefits for any individual. 


(ii) Exception for health flexible spending arrangements.  A health flexible spending arrangement (as defined in section 106(c)(2) of the Internal Revenue Code) is not subject to the requirement in paragraph (a)(2)(i) of this section. 



(b) Construction—(1) Permissible limits on specific covered benefits.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from placing annual or lifetime dollar limits with respect to any individual on specific covered benefits that are not essential health benefits to the extent that such limits are otherwise permitted under applicable Federal or State law.  (The scope of essential health benefits is addressed in paragraph (c) of this section).



(2) Condition-based exclusions.  The rules of this section do not prevent a group health plan, or a health insurance issuer offering group or individual health insurance coverage, from excluding all benefits for a condition.  However, if any benefits are provided for a condition, then the requirements of this section apply.  Other requirements of Federal or State law may require coverage of certain benefits.  


(c) Definition of essential health benefits.  The term “essential health benefits” means essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act and applicable regulations.

 (d) Restricted annual limits permissible prior to 2014—(1) In general.  With respect to plan years (in the individual market, policy years) beginning prior to January 1, 2014, a group health plan, or a health insurance issuer offering group or individual health insurance coverage, may establish, for any individual, an annual limit on the dollar amount of benefits that are essential health benefits, provided the limit is no less than the amounts in the following schedule:


(i) For a plan year (in the individual market, policy year) beginning on or after September 23, 2010 but before September 23, 2011, $750,000.


(ii) For a plan year (in the individual market, policy year) beginning on or after September 23, 2011 but before September 23, 2012, $1,250,000.


(iii) For plan years (in the individual market, policy years) beginning on or after September 23, 2012 but before January 1, 2014, $2,000,000.


(2)  Only essential health benefits taken into account.  In determining whether an individual has received benefits that meet or exceed the applicable amount described in paragraph (d)(1) of this section, a plan or issuer must take into account only essential health benefits. 


(3) Waiver authority of the Secretary.  For plan years (in the individual market, policy years) beginning before January 1, 2014, the Secretary  may establish a program under which the requirements of paragraph (d)(1) of this section relating to annual limits may be waived (for such period as is specified by the Secretary) for a group health plan or health insurance coverage that has an annual dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) of this section if compliance with paragraph (d)(1) of this section would result in a significant decrease in access to benefits under the plan or health insurance coverage or would significantly increase premiums for the plan or health insurance coverage.  

(e) Transitional rules for individuals whose coverage or benefits ended by reason of reaching a lifetime limit—(1) In general. The relief provided in the transitional rules of this paragraph (e) applies with respect to any individual—


(i) Whose coverage or benefits under a group health plan or group or individual health insurance coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any individual (which, under this section, is no longer permissible); and 


(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a lifetime limit on the dollar value of all benefits under the group health plan or group or individual health insurance coverage on the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010 by reason of the application of this section.  


(2) Notice and enrollment opportunity requirements – (i) If an individual described in paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for benefits) under the group health plan – or group or individual health insurance coverage – described in paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written notice that the lifetime limit on the dollar value of all benefits no longer applies and that the individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is eligible for but not enrolled in any benefit package under the plan or health insurance coverage, then the plan and issuer must also give such an individual an opportunity to enroll that continues for at least 30 days (including written notice of the opportunity to enroll).  The notices and enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010.  


(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an employee on behalf of the employee’s dependent (in the individual market, to the primary subscriber on behalf of the primary subscriber’s dependent).  In addition, for a group health plan or group health insurance coverage, the notices may be included with other enrollment materials that a plan distributes to employees, provided the statement is prominent.  For either notice, with respect to a group health plan or group health insurance coverage, if a notice satisfying the requirements of this paragraph (e)(2) is provided to an individual, the obligation to provide the notice with respect to that individual is satisfied for both the plan and the issuer. 

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph (e)(2) of this section, coverage must take effect not later than the first day of the first plan year (in the individual market, policy year) beginning on or after September 23, 2010. 


(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a special enrollee, as provided under the rules of §146.117(d) of this Part.  Accordingly, the individual (and, if the individual would not be a participant once enrolled in the plan, the participant through whom the individual is otherwise eligible for coverage under the plan) must be offered all the benefit packages available to similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in benefits or cost-sharing requirements constitutes a different benefit package.  The individual also cannot be required to pay more for coverage than similarly situated individuals who did not lose coverage by reason of reaching a lifetime limit on the dollar value of all benefits.


(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples:


Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or before January 1, 2011, Y’s group health plan gives B written notice informing B that the lifetime limit on the dollar value of all benefits no longer applies, that individuals whose coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the plan, and that individuals can request such enrollment through February 1, 2011 with enrollment effective retroactively to January 1, 2011.  


(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 days. 


Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee of Z and is still eligible for coverage under Z’s group health plan.  


(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll (including written notice of an opportunity to enroll) that continues for at least 30 days, with enrollment effective not later than October 1, 2010.  


Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the low-cost benefit package option.


(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide D and E an opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible.  The plan would have to provide D and E the opportunity to enroll in any benefit package available to similarly situated individuals who enroll when first eligible, even if D had not switched to the low-cost benefit package option.  

Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, Q has an annual limit on the dollar value of all benefits of $500,000.   


(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit. 


Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year beginning October 1, 2010 to $750,000.  


(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph (e).  However, Q's choice to lower its annual limit means that under §147.140(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be generally subject to all of the provisions of PHS Act sections 2701 through 2719A.  


Example 6.  (i) Facts.  For a policy year that began on October 1, 2009, Individual T has individual health insurance coverage with a lifetime limit on the dollar value of all benefits of $1 million.  For the policy year beginning October 1, 2010, the issuer of T's health insurance coverage eliminates the lifetime limit and replaces it with an annual limit of $1 million dollars.  In the policy year beginning October 1, 2011, the issuer of T's health insurance coverage maintains the annual limit of $1 million dollars.


(ii) Conclusion.  In this Example 6, the issuer's replacement of a lifetime limit with an equal dollar annual limit allows it to maintain status as a grandfathered health policy under § 147.140(g)(1)(vi)(B). Since grandfathered health plans that are individual health insurance coverage are not subject to the requirements of this section relating to annual limits, the issuer does not have to comply with this paragraph (e).


 (f) Applicability date.  The provisions of this section apply for plan years (in

the individual market, for policy years) beginning on or after September 23, 2010.  See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the prohibitions on lifetime and annual limits apply to all grandfathered health plans that are group health plans and group health insurance coverage, including the special rules regarding restricted annual limits, and the prohibition on lifetime limits apply to individual health insurance coverage that is a grandfathered plan but the rules on annual limits do not apply to individual health insurance coverage that is a grandfathered health plan).

7.  Add  §147.128 to part 147 to read as follows:


§ 147.128 Rules regarding rescissions.

(a)  Prohibition on rescissions—(1) A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must not rescind coverage under the plan, or under the policy, certificate, or contract of insurance, with respect to an individual (including a group to which the individual belongs or family coverage in which the individual is included) once the individual is covered under the plan or coverage, unless the individual (or a person seeking coverage on behalf of the individual) performs an act, practice, or omission that constitutes fraud, or unless the individual makes an intentional misrepresentation of material fact, as prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer offering group or individual health insurance coverage, must provide at least 30 days advance written notice to each participant (in the individual market, primary subscriber) who would be affected before coverage may be rescinded under this paragraph (a)(1), regardless of, in the case of group coverage, whether the coverage is insured or self-insured, or whether the rescission applies to an entire group or only to an individual within the group.  (The rules of this paragraph (a)(1) apply regardless of any contestability period that may otherwise apply.)


(2) For purposes of this section, a rescission is a cancellation or discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A cancellation or discontinuance of coverage is not a rescission if –


(i) The cancellation or discontinuance of coverage has only a prospective effect; or 


(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent it is attributable to a failure to timely pay required premiums or contributions towards the cost of coverage.

(3)  The rules of this paragraph (a) are illustrated by the following examples:



Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The plan terms permit rescission of coverage with respect to an individual if the individual engages in fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to complete a questionnaire regarding A’s prior medical history, which affects setting the group rate by the health insurance issuer.  The questionnaire complies with the other requirements of this part and part 146.  The questionnaire includes the following question: “Is there anything else relevant to your health that we should know?”  A inadvertently fails to list that A visited a psychologist on two occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under the plan.  On or around the same time, the issuer receives information about A’s visits to the psychologist, which was not disclosed in the questionnaire.


(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent or an intentional misrepresentation of material fact.  


Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage for employees who work at least 30 hours per week.  Individual B has coverage under the plan as a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s coverage effective as of the date that B changed from a full-time employee to a part-time employee.


(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage for B prospectively, subject to other applicable Federal and State laws.


(b)  Compliance with other requirements.   Other requirements of Federal or State law may apply in connection with a rescission of coverage. 

(c)  Applicability date.  The provisions of this section apply for plan years


(in the individual market, for policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that the rules regarding rescissions and advance notice apply to all grandfathered health plans).

8.  Add  §147.138 to part 147 to read as follows:


§ 147.138 Patient protections.


(a) Choice of health care professional – (1) Designation of primary care provider—(i) In general.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, requires or provides for designation by a participant, beneficiary, or enrollee of a participating primary care provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to designate any participating primary care provider who is available to accept the participant, beneficiary, or enrollee.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider.


(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example:


Example. (i) Facts.  A group health plan requires individuals covered under the plan to designate a primary care provider.  The plan permits each individual to designate any primary care provider participating in the plan’s network who is available to accept the individual as the individual’s primary care provider.  If an individual has not designated a primary care provider, the plan designates one until one has been designated by the individual.  The plan provides a notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to designate a primary care provider.


(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) of this section.


(2) Designation of pediatrician as primary care provider—(i) In general.  If a group health plan or health insurance issuer offering group or individual health insurance coverage requires or provides for the designation of a participating primary care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit the participant, beneficiary, or enrollee to designate a physician (allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if the provider participates in the network of the plan or issuer and is available to accept the child.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a pediatrician as the child’s primary care provider.



(ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of pediatric care.


(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a physician who specializes in internal medicine to serve as the primary care provider for the participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the primary care provider for A’s child.  B is a participating provider in the HMO’s network.


(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the primary care provider for A’s child in order to comply with the requirements of this paragraph (a)(2).   


Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor does it have an allergist participating in its network, and it therefore refuses to authorize the referral.


(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the terms of A’s coverage.


(3) Patient access to obstetrical and gynecological care—(i) General rights—(A) Direct access.  A group health plan or health insurance issuer offering group or individual health insurance coverage described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the plan, issuer, or any person (including a primary care provider) in the case of a female participant, beneficiary, or enrollee who seeks coverage for obstetrical or gynecological care provided by a participating health care professional who specializes in obstetrics or gynecology.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by informing each participant (in the individual market, primary subscriber) that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to the plan’s or issuer’s policies and procedures, including procedures regarding referrals and obtaining prior authorization and providing services pursuant to a treatment plan (if any) approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional who specializes in obstetrics or gynecology is any individual (including a person other than a physician) who is authorized under applicable State law to provide obstetrical or gynecological care. 



(B) Obstetrical and gynecological care. A group health plan or health insurance issuer described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and gynecological care, and the ordering of related obstetrical and gynecological items and services, pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a participating health care professional who specializes in obstetrics or gynecology as the authorization of the primary care provider.



(ii) Application of paragraph.  A group health plan or health insurance issuer offering group or individual health insurance coverage is described in this paragraph (a)(3) if the plan or issuer—



(A) Provides coverage for obstetrical or gynecological care; and 


 
(B) Requires the designation by a participant, beneficiary, or enrollee of a participating primary care provider.



(iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to—



(A) Waive any exclusions of coverage under the terms and conditions of the plan or health insurance coverage with respect to coverage of obstetrical or gynecological care; or



(B) Preclude the group health plan or health insurance issuer involved from requiring that the obstetrical or gynecological provider notify the primary care health care professional or the plan or issuer of treatment decisions.



(iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following examples:


Example 1. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.   Participant A, a female, requests a gynecological exam with Physician B, an in-network physician specializing in gynecological care.  The group health plan requires prior authorization from A’s designated primary care provider for the gynecological exam.


(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of this paragraph (a)(3) because the plan requires prior authorization from A’s primary care provider prior to obtaining gynecological services.  


Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological services from C, an out-of-network provider. 


(ii) Conclusion.  In this Example 2, the group health plan has not violated the requirements of this paragraph (a)(3) by requiring prior authorization because C is not a participating health care provider.


Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only requires B to inform A’s designated primary care physician of treatment decisions.


(ii) Conclusion.  In this Example 3, the group health plan has not violated the requirements of this paragraph (a)(3) because A has direct access to B without prior authorization.  The fact that the group health plan requires notification of treatment decisions to the designated primary care physician does not violate this paragraph (a)(3).


Example 4. (i) Facts.  A group health plan requires each participant to designate a physician to serve as the primary care provider for the participant and the participant’s family.  The group health plan requires prior authorization before providing benefits for uterine fibroid embolization.  


(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before providing benefits for uterine fibroid embolization does not violate the requirements of this paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical services, it does not restrict access to any providers specializing in obstetrics or gynecology.



(4) Notice of right to designate a primary care provider—(i) In general.  If a group health plan or health insurance issuer requires the designation by a participant, beneficiary, or enrollee of a primary care provider, the plan or issuer must provide a notice informing each participant (in the individual market, primary subscriber) of the terms of the plan or health insurance coverage regarding designation of a primary care provider and of the rights –


(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider who is available to accept the participant, beneficiary, or enrollee can be designated; 


(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating physician who specializes in pediatrics can be designated as the primary care provider; and


(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization or referral for obstetrical or gynecological care by a participating health care professional who specializes in obstetrics or gynecology.



(ii) Timing.  In the case of a group health plan or group health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the plan or issuer provides a participant with a summary plan description or other similar description of benefits under the plan or health insurance coverage.  In the case of individual health insurance coverage, the notice described in paragraph (a)(4)(i) of this section must be included whenever the issuer provides a primary subscriber with a policy, certificate, or contract of health insurance.


(iii) Model language. The following model language can be used to satisfy the notice requirement described in paragraph (a)(4)(i) of this section:


(A) For plans and issuers that require or allow for the designation of primary care


providers by participants, beneficiaries, or enrollees, insert:


[Name of group health plan or health insurance issuer] generally [requires/allows] the designation of a primary care provider.  You have the right to designate any primary care provider who participates in our network and who is available to accept you or your family members.  [If the plan or health insurance coverage designates a primary care provider automatically, insert: Until you make this designation, [name of group health plan or health insurance issuer] designates one for you.]  For information on how to select a primary care provider, and for a list of the participating primary care providers, contact the [plan administrator or issuer] at [insert contact information].  


(B) For plans and issuers that require or allow for the designation of a primary care provider for a child, add: 


For children, you may designate a pediatrician as the primary care provider.  


(C) For plans and issuers that provide coverage for obstetric or gynecological care and require the designation by a participant, beneficiary, or enrollee of a primary care provider, add:


You do not need prior authorization from [name of group health plan or issuer] or from any other person (including a primary care provider) in order to obtain access to obstetrical or gynecological care from a health care professional in our network who specializes in obstetrics or gynecology.  The health care professional, however, may be required to comply with certain procedures, including obtaining prior authorization for certain services, following a pre-approved treatment plan, or procedures for making referrals.  For a list of participating health care professionals who specialize in obstetrics or gynecology, contact the [plan administrator or issuer] at [insert contact information].


 (b) Coverage of emergency services.—(1) Scope.  If a group health plan, or a health insurance issuer offering group or individual health insurance coverage, provides any benefits with respect to services in an emergency department of a hospital, the plan or issuer must cover emergency services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this paragraph (b).


(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must provide coverage for emergency services in the following manner – 


(i)  Without the need for any prior authorization determination, even if the emergency services are provided on an out-of-network basis;


(ii)  Without regard to whether the health care provider furnishing the emergency services is a participating network provider with respect to the services;


(iii)  If the emergency services are provided out of network, without imposing any administrative requirement or limitation on coverage that is more restrictive than the requirements or limitations that apply to emergency services received from in-network providers; 



(iv)  If the emergency services are provided out of network, by complying with the cost-sharing requirements of paragraph (b)(3) of this section; and



(v)  Without regard to any other term or condition of the coverage, other than –


(A) The exclusion of or coordination of benefits;


(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or 


(C)  Applicable cost sharing.


(3)  Cost-sharing requirements – (i) Copayments and coinsurance.  Any cost-sharing requirement expressed as a copayment amount or coinsurance rate imposed with respect to a participant, beneficiary, or enrollee for out-of-network emergency services cannot exceed the cost-sharing requirement imposed with respect to a participant, beneficiary, or enrollee if the services were provided in-network.  However, a participant, beneficiary, or enrollee may be required to pay, in addition to the in-network cost-sharing, the excess of the amount the out-of-network provider charges over the amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides benefits with respect to an emergency service in an amount equal to the greatest of the three amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which are adjusted for in-network cost-sharing requirements). 


(A) The amount negotiated with in-network providers for the emergency service furnished, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  If there is more than one amount negotiated with in-network providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is the median of these amounts, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  In determining the median described in the preceding sentence, the amount negotiated with each in-network provider is treated as a separate amount (even if the same amount is paid to more than one provider).  If there is no per-service amount negotiated with in-network providers (such as under a capitation or other similar payment arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded.


(B) The amount for the emergency service calculated using the same method the plan generally uses to determine payments for out-of-network services (such as the usual, customary, and reasonable amount), excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.  The amount in this paragraph (b)(3)(i)(B) is determined without reduction for out-of-network cost sharing that generally applies under the plan or health insurance coverage with respect to out-of-network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network services (but reduced by the in-network copayment or coinsurance that the individual would be responsible for if the emergency service had been provided in-network).


(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network copayment or coinsurance imposed with respect to the participant, beneficiary, or enrollee.


(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with respect to emergency services provided out of network if the cost-sharing requirement generally applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network emergency services only as part of a deductible that generally applies to out-of-network benefits.  If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket maximum must apply to out-of-network emergency services.


(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following examples.  In all of these examples, the group health plan covers benefits with respect to emergency services.


Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on individuals who are furnished emergency services, whether provided in network or out of network.  If a covered individual notifies the plan within two business days after the day an individual receives treatment in an emergency department, the plan reduces the coinsurance rate to 15%. 


(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive a reduction in the coinsurance rate does not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.  This is the result even if the plan required that it be notified before or at the time of receiving services at the emergency department in order to receive a reduction in the coinsurance rate.


Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency services without preauthorization, whether provided in network or out of network.  If emergency services are preauthorized, the plan waives the copayment, even if it later determines the medical condition was not an emergency medical condition.  


(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency services if the individual does not obtain prior authorization, the plan violates the requirement that the plan cover emergency services without the need for any prior authorization determination.  (By contrast, if, to have the copayment waived, the plan merely required that it be notified rather than a prior authorization, then the plan would not violate the requirement that the plan cover emergency services without the need for any prior authorization determination.)


Example 3. (i) Facts.  A group health plan covers individuals who receive emergency services with respect to an emergency medical condition from an out-of-network provider.  The plan has agreements with in-network providers with respect to a certain emergency service.  Each provider has agreed to provide the service for a certain amount.  Among all the providers for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual receiving the service responsible for the remaining 20%.


(ii) Conclusion.  In this Example 3, the values taken into account in determining the median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median amount among those agreed to for the emergency service is $110, and the amount under paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88).


Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another provider to its network, who has agreed to accept $150 for the emergency service.  


(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the emergency service is $115. (Because there is no one middle amount, the median is the average of the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) of this section is 80% of $115 ($92).  


Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan receives the emergency service from an out-of-network provider, who charges $125 for the service.  With respect to services provided by out-of-network providers generally, the plan reimburses covered individuals 50% of the reasonable amount charged by the provider for medical services.  For this purpose, the reasonable amount for any service is based on information on charges by all providers collected by a third party, on a zip code by zip code basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency service received by the individual, the reasonable amount calculated using this method is $116.  The amount that would be paid under Medicare for the emergency service, excluding any copayment or coinsurance for the service, is $80.  


(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of $116.  The median amount among those agreed to for the emergency service is $115 and the amount the plan would pay is $92 (80% of $115); the amount calculated using the same method the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-network provider.


Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes a $250 deductible for in-network health care.  With respect to all health care provided by out-of-network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited against the deductible.)  The individual has incurred and submitted $260 of covered claims prior to receiving the emergency service out of network.


(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with respect to the emergency service furnished by the out-of-network provider because the covered individual has not satisfied the higher deductible that applies generally to all health care provided out of network.  However, the amount the individual is required to pay is credited against the deductible.



(4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions of this paragraph (b).



(i) Emergency medical condition.  The term emergency medical condition means a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, could reasonably expect the absence of immediate medical attention to result in a condition described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; and clause (iii) refers to serious dysfunction of any bodily organ or part.)



(ii) Emergency services.  The term emergency services means, with respect to an emergency medical condition –



(A) A medical screening examination (as required under section 1867 of the Social Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a hospital, including ancillary services routinely available to the emergency department to evaluate such emergency medical condition, and



(B) Such further medical examination and treatment, to the extent they are within the capabilities of the staff and facilities available at the hospital, as are required under section 1867 of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient.



(iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the Social Security Act (42 U.S.C. 1395dd(e)(3)).


(c) Applicability date.  The provisions of this section apply for plan years


(in the individual market, policy years) beginning on or after September 23, 2010.    See § 147.140 of this Part for determining the application of this section to grandfathered health plans (providing that these rules regarding patient protections do not apply to grandfathered health plans).

� The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The term “health plan” does not include self-insured group health plans. 


� Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care Act, there were no express preemption provisions in chapter 100 of the Code.


� Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act.


� HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191). 


� Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 9801(b)(1).


� See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii).


� Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code.


� Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following general categories and the items and services covered within the categories: ambulatory patient services; emergency services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory services; preventive and wellness services and chronic disease management; and pediatric services, including oral and vision care.” 


� See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d).


� Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to void coverage retroactively.


� The statute and these interim final regulations refer to providers both in terms of their participation (participating provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that has a contractual relationship or other arrangement with a plan or issuer.


� As of the date of publication of these interim final regulations, these rates are available to the public at � HYPERLINK "http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" \o "blocked::http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf" �http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf�.
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SUMMARY:  This document contains interim final regulations implementing the rules for 

group health plans and health insurance coverage in the group and individual markets under 

provisions of the Patient Protection and Affordable Care Act regarding preexisting condition 

exclusions, lifetime and annual dollar limits on benefits, rescissions, and patient protections.     

DATES:  Effective date.  These interim final regulations are effective on [OFR:  INSERT 

DATE 60 DAYS AFTER PUBLICATION IN FEDERAL REGISTER]. 

Comment date.  Comments are due on or before [OFR:  INSERT DATE 60 DAYS 

AFTER PUBLICATION IN FEDERAL REGISTER]. 

Applicability dates: 

1.  Group health plans and group health insurance coverage. These interim final 

regulations, except those under PHS Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 

2590.715-2704), generally apply to group health plans and group health insurance issuers for 

plan years beginning on or after September 23, 2010.  These interim final regulations under PHS 

Act section 2704 (26 CFR 54.9815-2704T, 29 CFR 2590.715-2704) generally apply for plan 

years beginning on or after January 1, 2014, except that in the case of individuals who are under 

19 years of age, these interim final regulations under PHS Act section 2704 apply for plan years 

beginning on or after September 23, 2010. 

2.  Individual health insurance coverage. These interim final regulations, except those 

under PHS Act section 2704 (45 CFR 147.108), generally apply to individual health insurance 

issuers for policy years beginning on or after September 23, 2010.  These interim final 

regulations under PHS Act section 2704 (45 CFR 147.108) generally apply to individual health 

insurance issuers for policy years beginning on or after January 1, 2014, except that in the case 
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of enrollees who are under 19 years of age, these interim final regulations under PHS Act section 

2704 apply for policy years beginning on or after September 23, 2010. 

ADDRESSES:  Written comments may be submitted to any of the addresses specified 

below.  Any comment that is submitted to any Department will be shared with the other 

Departments.  Please do not submit duplicates.   

All comments will be made available to the public.  WARNING: Do not include any 

personally identifiable information (such as name, address, or other contact information) or 

confidential business information that you do not want publicly disclosed.  All comments are 

posted on the Internet exactly as received, and can be retrieved by most Internet search engines. 

No deletions, modifications, or redactions will be made to the comments received, as they are 

public records.  Comments may be submitted anonymously. 

Department of Labor.  Comments to the Department of Labor, identified by RIN 1210-

AB43, by one of the following methods: 

 ●  Federal eRulemaking Portal:  http://www.regulations.gov.  Follow the instructions 

for submitting comments. 

 ●  Email:  E-OHPSCA715.EBSA@dol.gov.   

 ●  Mail or Hand Delivery:  Office of Health Plan Standards and Compliance 

Assistance, Employee Benefits Security Administration, Room N-5653, U.S. Department of 

Labor, 200 Constitution Avenue NW, Washington, DC 20210, Attention: RIN 1210-AB43. 

Comments received by the Department of Labor will be posted without change to 

http://www.regulations.gov and http://www.dol.gov/ebsa, and available for public inspection at 

the Public Disclosure Room, N-1513, Employee Benefits Security Administration, 200 

Constitution Avenue, NW, Washington, DC 20210.   
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Department of Health and Human Services.  In commenting, please refer to file code 

OCIIO-9994XXXX-IFC.  Because of staff and resource limitations, we cannot accept comments 

by facsimile (FAX) transmission.   

You may submit comments in one of four ways (please choose only one of the ways listed): 

 1.  Electronically.  You may submit electronic comments on this regulation to 

http://www.regulations.gov.  Follow the instructions under the “More Search Options” tab. 

2.  By regular mail.  You may mail written comments to the following address ONLY: 

Office of Consumer Information and Insurance Oversight 

Department of Health and Human Services,  

Attention: OCIIO-99941-IFC,  

P.O. Box 8016,  

Baltimore, MD 21244-1850. 

Please allow sufficient time for mailed comments to be received before the 

close of the comment period. 

 3.  By express or overnight mail.  You may send written comments to the following 

address ONLY: 

Office of Consumer Information and Insurance Oversight,  

Department of Health and Human Services,  

Attention: OCIIO-99941-IFC,  

Mail Stop C4-26-05, 

7500 Security Boulevard,   

Baltimore, MD 21244-1850. 
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4.  By hand or courier.  If you prefer, you may deliver (by hand or courier) your written 

comments before the close of the comment period to either of the following addresses: 

a.  For delivery in Washington, DC-- 

Office of Consumer Information and Insurance Oversight, 

Department of Health and Human Services,  

Room 445-G, Hubert H. Humphrey Building,  

200 Independence Avenue, SW,  

Washington, DC 20201 

(Because access to the interior of the Hubert H. Humphrey Building is not readily 

available to persons without Federal government identification, commenters are encouraged to 

leave their comments in the OCIIO drop slots located in the main lobby of the building.  A 

stamp-in clock is available for persons wishing to retain a proof of filing by stamping in and 

retaining an extra copy of the comments being filed.) 

b.  For delivery in Baltimore, MD-- 

 Centers for Medicare & Medicaid Services,  

 Department of Health and Human Services, 

 7500 Security Boulevard,  

 Baltimore, MD 21244-1850 

 If you intend to deliver your comments to the Baltimore address, please call (410) 786-

7195 in advance to schedule your arrival with one of our staff members.   

 Comments mailed to the addresses indicated as appropriate for hand or courier delivery 

may be delayed and received after the comment period. 
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 Submission of comments on paperwork requirements.  You may submit comments on 

this document’s paperwork requirements by following the instructions at the end of the 

“Collection of Information Requirements” section in this document. 

    Inspection of Public Comments:  All comments received before the close of the 

comment period are available for viewing by the public, including any personally identifiable or 

confidential business information that is included in a comment.  We post all comments received 

before the close of the comment period on the following website as soon as possible after they 

have been received:  http://www.regulations.gov.  Follow the search instructions on that Web site 

to view public comments.   

 Comments received timely will also be available for public inspection as they are 

received, generally beginning approximately three weeks after publication of a document, at the 

headquarters of the Centers for Medicare & Medicaid Services, 7500 Security Boulevard, 

Baltimore, Maryland 21244, Monday through Friday of each week from 8:30 a.m. to 4 p.m. EST.  

To schedule an appointment to view public comments, phone 1-800-743-3951. 

Internal Revenue Service.  Comments to the IRS, identified by REG-120399-10, by one 

of the following methods:  

 ●  Federal eRulemaking Portal: http://www.regulations.gov.  Follow the instructions for 

submitting comments. 

 ●  Mail: CC:PA:LPD:PR (REG-120399-10), Room 5205, Internal Revenue Service, 

P.O. Box 7604, Ben Franklin Station, Washington, DC 20044. 

 ●  Hand or courier delivery:   Monday through Friday between the hours of 8 a.m. and 

4 p.m. to: CC:PA:LPD:PR (REG-120399-10), Courier’s Desk, Internal Revenue Service, 1111 

Constitution Avenue, NW, Washington DC 20224. 
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All submissions to the IRS will be open to public inspection and copying in Room 1621, 

1111 Constitution Avenue, NW, Washington, DC from 9 a.m. to 4 p.m. 

FOR FURTHER INFORMATION CONTACT:  Amy Turner or Beth Baum, Employee 

Benefits Security Administration, Department of Labor, at (202) 693-8335; Karen Levin, 

Internal Revenue Service, Department of the Treasury, at (202) 622-6080; Jim Mayhew, Office 

of Consumer Information and Insurance Oversight, Department of Health and Human Services, 

at (410) 786-1565. 

CUSTOMER SERVICE INFORMATION: Individuals interested in obtaining information 

from the Department of Labor concerning employment-based health coverage laws may call the 

EBSA Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website 

(http://www.dol.gov/ebsa).  In addition, information from HHS on private health insurance for 

consumers can be found on the Centers for Medicare & Medicaid Services (CMS) website 

(http://www.cms.hhs.gov/HealthInsReformforConsume/01_Overview.asp) and information on 

health reform can be found at http://www.healthreform.gov.  

SUPPLEMENTARY INFORMATION: 

I.  Background 

The Patient Protection and Affordable Care Act (the Affordable Care Act), Pub. L. 111-

148, was enacted on March 23, 2010; the Health Care and Education Reconciliation Act (the 

Reconciliation Act), Pub. L. 111-152, was enacted on March 30, 2010.  The Affordable Care Act 

and the Reconciliation Act reorganize, amend, and add to the provisions of part A of title XXVII 

of the Public Health Service Act (PHS Act) relating to group health plans and health insurance 

issuers in the group and individual markets.  The term “group health plan” includes both insured 
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and self-insured group health plans.1  The Affordable Care Act adds section 715(a)(1) to the 

Employee Retirement Income Security Act (ERISA) and section 9815(a)(1) to the Internal 

Revenue Code (the Code) to incorporate the provisions of part A of title XXVII of the PHS Act 

into ERISA and the Code, and make them applicable to group health plans, and health insurance 

issuers providing health insurance coverage in connection with group health plans.  The PHS Act 

sections incorporated by this reference are sections 2701 through 2728.  PHS Act sections 2701 

through 2719A are substantially new, though they incorporate some provisions of prior law.  

PHS Act sections 2722 through 2728 are sections of prior law renumbered, with some, mostly 

minor, changes.   

Subtitles A and C of title I of the Affordable Care Act amend the requirements of title 

XXVII of the PHS Act (changes to which are incorporated into ERISA section 715).  The 

preemption provisions of ERISA section 731 and PHS Act section 27242 (implemented in 29 

CFR 2590.731(a) and 45 CFR 146.143(a)) apply so that the requirements of part 7 of ERISA and 

title XXVII of the PHS Act, as amended by the Affordable Care Act, are not to be “construed to 

supersede any provision of State law which establishes, implements, or continues in effect any 

standard or requirement solely relating to health insurance issuers in connection with group or 

individual health insurance coverage except to the extent that such standard or requirement 

prevents the application of a requirement” of the Affordable Care Act.  Accordingly, State laws 

that impose on health insurance issuers requirements that are stricter than the requirements 

imposed by the Affordable Care Act will not be superseded by the Affordable Care Act.   

                                                 
1 The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, 
and is distinct from the term “health plan,” as used in other provisions of title I of the Affordable Care Act.  The 
term “health plan” does not include self-insured group health plans.  
2 Code section 9815 incorporates the preemption provisions of PHS Act section 2724.  Prior to the Affordable Care 
Act, there were no express preemption provisions in chapter 100 of the Code. 
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The Departments of Health and Human Services, Labor, and the Treasury (the 

Departments) are issuing regulations implementing the revised PHS Act sections 2701 through 

2719A in several phases.  The first publication in this series was a Request for Information 

relating to the medical loss ratio provisions of PHS Act section 2718, published in the Federal 

Register on April 14, 2010 (75 FR 19297).  The second publication was interim final regulations 

implementing PHS Act section 2714 (requiring dependent coverage of children to age 26), 

published in the Federal Register on May 13, 2010 (75 FR 27122).  The third publication was 

interim final regulations implementing section 1251 of the Affordable Care Act (relating to 

status as a grandfathered health plan), published in the Federal Register on June 17, 2010 (75 

FR 34538).  These interim final regulations are being published to implement PHS Act sections 

2704 (prohibiting preexisting condition exclusions), 2711 (regarding lifetime and annual dollar 

limits on benefits), 2712 (regarding restrictions on rescissions), and 2719A (regarding patient 

protections).  PHS Act section 2704 generally is effective for plan years (in the individual 

market, policy years) beginning on or after January 1, 2014.  However, with respect to enrollees, 

including applicants for enrollment, who are under 19 years of age, PHS Act section 2704 is 

effective for plan years beginning on or after September 23, 2010; or in the case of individual 

health insurance coverage, for policy years beginning, or applications denied, on or after 

September 23, 2010.3  The rest of these provisions generally are effective for plan years (in the 

individual market, policy years) beginning on or after September 23, 2010, which is six months 

after the March 23, 2010 date of enactment of the Affordable Care Act.  The implementation of 

other provisions of PHS Act sections 2701 through 2719A will be addressed in future 

regulations.     

                                                 
3 Section 1255 of the Affordable Care Act.  See also section 10103(e)-(f) of the Affordable Care Act. 
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II.  Overview of the Regulations  
 
A.   PHS Act Section 2704, Prohibition of Preexisting Condition Exclusions (26 CFR 54.9815-

2704T, 29 CFR 2590.715-2704, 45 CFR 147.108)     
 

Section 1201 of the Affordable Care Act adds a new PHS Act section 2704, which 

amends the HIPAA4 rules relating to preexisting condition exclusions to provide that a group 

health plan and a health insurance issuer offering group or individual health insurance coverage 

may not impose any preexisting condition exclusion.  The HIPAA rules (in effect prior to the 

effective date of these amendments) apply only to group health plans and group health insurance 

coverage, and permit limited exclusions of coverage based on a preexisting condition under 

certain circumstances.  The Affordable Care Act provision prohibits any preexisting condition 

exclusion from being imposed by group health plans or group health insurance coverage and 

extends this protection to individual health insurance coverage.  This prohibition generally is 

effective with respect to plan years (in the individual market, policy years) beginning on or after 

January 1, 2014, but for enrollees who are under 19 years of age, this prohibition becomes 

effective for plan years (in the individual market, policy years) beginning on or after September 

23, 2010.  Until the new Affordable Care Act rules take effect, the HIPAA rules regarding 

preexisting condition exclusions continue to apply.    

 HIPAA generally defines a preexisting condition exclusion5 as a limitation or exclusion 

of benefits relating to a condition based on the fact that the condition was present before the date 

of enrollment for the coverage, whether or not any medical advice, diagnosis, care, or treatment 

was recommended or received before that date.  Based on this definition, PHS Act section 2704, 

as added by the Affordable Care Act, prohibits not just an exclusion of coverage of specific 

                                                 
4 HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191).  
5 Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1); after the amendments 
made by the Affordable Care Act, PHS Act section 2704(b)(1).  See also ERISA section 701(b)(1) and Code section 
9801(b)(1). 
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benefits associated with a preexisting condition in the case of an enrollee, but a complete 

exclusion from such plan or coverage, if that exclusion is based on a preexisting condition.   

 The protections in the new PHS Act section 2704 generally apply for plan years (in the 

individual market, policy years) beginning on or after January 1, 2014.   The Affordable Care 

Act provides, however, that these protections apply with respect to enrollees under age 19 for 

plan years (in the individual market, policy years) beginning on or after September 23, 2010.  An 

enrollee under age 19 thus could not be denied benefits based on a preexisting condition.  In 

order for an individual seeking enrollment to receive the same protection that applies in the case 

of such an enrollee, the individual similarly could not be denied enrollment or specific benefits 

based on a preexisting condition.  Thus, for plan years (in the individual market, for policy years) 

beginning on or after September 23, 2010, PHS Act section 2704 protects individuals under age 

19 with a preexisting condition from being denied coverage under a plan or health insurance 

coverage (through denial of enrollment or denial of specific benefits) based on the preexisting 

condition. 

 These interim final regulations do not change the HIPAA rule that an exclusion of 

benefits for a condition under a plan or policy is not a preexisting condition exclusion regardless 

of when the condition arose relative to the effective date of coverage.  This point is illustrated 

with examples in the HIPAA regulations on preexisting condition exclusions, which remain in 

effect.6  (Other requirements of Federal or State law, however, may prohibit certain benefit 

exclusions.)   

Application to grandfathered health plans.  Under the statute and these interim final 

regulations, a grandfathered health plan that is a group health plan or group health insurance 

                                                 
6 See Examples 6, 7, and 8 in 26 CFR 54.9801-3(a)(1)(ii), 29 CFR 701-3(a)(1)(ii), 45 CFR 146.111(a)(1)(ii). 

Obtained by Judicial Watch July 11, 2011 through FOIA 



PRELIMINARY DISCUSSION DRAFT of 6.16.10  
Not for Public Distribution 

 

 12

coverage must comply with the prohibition against preexisting condition exclusions; however, a 

grandfathered health plan that is individual health insurance coverage is not required to comply 

with PHS Act section 2704.  See 26 CFR 54.9815-1251T, 29 CFR 2590.715-1251, and 45 CFR 

147.140 regarding status as a grandfathered health plan.  

B.   PHS Act Section 2711, Lifetime and Annual Limits (26 CFR 54.9815-2711T, 29 CFR 
2590.715-2711, 45 CFR 147.126)     

 
Section 2711 of the PHS Act, as added by the Affordable Care Act, and these interim 

final regulations generally prohibit group health plans and health insurance issuers offering 

group or individual health insurance coverage from imposing lifetime or annual limits on the 

dollar value of health benefits.   

The restriction on annual limits applies differently to certain account-based plans, 

especially where other rules apply to limit the benefits available.  For example, under section 

9005 of the Affordable Care Act, salary reduction contributions for health flexible spending 

arrangements (health FSAs) are specifically limited to $2,500 (indexed for inflation) per year,  

beginning with taxable years beginning 2013.  These interim final regulations provide that the 

annual limit rules do not apply to health FSAs.  The restrictions on annual limits also do not 

apply to Medical Savings Accounts (MSAs) under section 220 of the Code and Health Savings 

Accounts (HSAs) under section 223 of the Code.  Both MSAs and HSAs generally are not 

treated as group health plans because the amounts available under the plans are available for both 

medical and non-medical expenses.7  Moreover, annual contributions to MSAs and HSAs are 

subject to specific statutory provisions that require that the contributions be limited.   

Health Reimbursement Arrangements (HRAs) are another type of account-based health 

plan and typically consist of a promise by an employer to reimburse medical expenses during the 
                                                 
7 Distributions from MSAs and HSAs that are not used for qualified medical expenses are included in income and 
subject to an additional tax, under sections 220(f)(1), (4) and 223(f)(1), (4) of the Code. 
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year up to a certain amount, with unused amounts available to reimburse medical expenses in 

future years.  See Notice 2002-45, 2002-28 IRB 93; Rev. Rul. 2002-41, 2002-28 IRB 75.  When 

HRAs are integrated with other coverage as part of a group health plan and the other coverage 

alone would comply with the requirements of PHS Act section 2711, the fact that benefits under 

the HRA by itself are limited does not violate PHS Act section 2711 because the combined 

benefit satisfies the requirements.  Also, in the case of a stand-alone HRA that is limited to 

retirees, the exemption from the requirements of ERISA and the Code relating to the Affordable 

Care Act for plans with fewer than two current employees means that the retiree-only HRA is 

generally not subject to the rules in PHS Act section 2711 relating to annual limits.  The 

Departments request comments regarding the application of PHS Act section 2711 to stand-alone 

HRAs that are not retiree-only plans.   

The statute prohibits annual limits on the dollar value of benefits generally, but allows 

“restricted annual limits” with respect to essential health benefits (as defined in section 1302(b) 

of the Affordable Care Act) for plan years (in the individual market, policy years) beginning 

before January 1, 2014.  Grandfathered individual market policies are exempted from this 

provision.  In addition, the statute provides that, with respect to benefits that are not essential 

health benefits, a plan or issuer may impose annual or lifetime per-individual dollar limits on 

specific covered benefits.  These interim final regulations define “essential health benefits” by 

cross-reference to section 1302(b) of the Affordable Care Act8 and applicable regulations.   

Regulations under section 1302(b) of the Affordable Care Act have not yet been issued.   

                                                 
8 Section 1302(b) of the Affordable Care Act defines essential health benefits to “include at least the following 
general categories and the items and services covered within the categories: ambulatory patient services; emergency 
services; hospitalization; maternity and newborn care; mental health and substance use disorder services, including 
behavioral health treatment; prescription drugs; rehabilitative and habilitative services and devices; laboratory 
services; preventive and wellness services and chronic disease management; and pediatric services, including oral 
and vision care.”  
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For plan years (in the individual market, policy years) beginning before the issuance of 

regulations defining “essential health benefits”, for purposes of enforcement, the Departments 

will take into account good faith efforts to comply with a reasonable interpretation of the term 

“essential health benefits”.  For this purpose, a plan or issuer must apply the definition of 

essential health benefits consistently.  For example, a plan could not both apply a lifetime limit to 

a particular benefit – thus taking the position that it was not an essential health benefit – and at 

the same time treat that particular benefit as an essential health benefit for purposes of applying 

the restricted annual limit. 

These interim final regulations clarify that the prohibition under PHS Act section 2711 

does not prevent a plan or issuer from excluding all benefits for a condition, but if any benefits 

are provided for a condition, then the requirements of the rule apply.  Therefore, an exclusion of 

all benefits for a condition is not considered to be an annual or lifetime dollar limit.   

The statute and these interim final regulations provide that for plan years (in the 

individual market, policy years) beginning before January 1, 2014, group health plans and health 

insurance issuers offering group or individual health insurance coverage may establish a 

restricted annual limit on the dollar value of essential health benefits.  The statute provides that 

in defining the term restricted annual limit, the Departments should ensure that access to needed 

services is made available with a minimal impact on premiums.  For a detailed discussion of the 

basis for determining restricted annual limits, see section IV.B.3 later in this preamble.   

In order to mitigate the potential for premium increases for all plans and policies, while at 

the same time ensuring access to essential health benefits, these interim final regulations adopt a 

three-year phased approach for restricted annual limits.  Under these interim final regulations, 

annual limits on the dollar value of benefits that are essential health benefits may not be less than 
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the following amounts for plan years (in the individual market, policy years) beginning before 

January 1, 2014:   

 For plan or policy years beginning on or after September 23, 2010 but before 

September 23, 2011, $750,000;  

 For plan or policy years beginning on or after September 23, 2011 but before 

September 23, 2012, $1.25 million; and 

 For plan or policy years beginning on or after September 23, 2012 but before 

January 1, 2014, $2 million.   

As these are minimums for plan years (in the individual market, policy years) beginning before 

2014, plans or issuers may always use higher annual limits or impose no limits.  Plans and 

policies with plan or policy years that begin between September 23 and December 31 have more 

than one plan or policy year under which the $2 million minimum annual limit is available; 

however, a plan or policy generally may not impose an annual limit for a plan year beginning 

after December 31, 2013. 

The minimum annual limits for plan or policy years beginning before 2014 apply on an 

individual-by-individual basis.  Thus, any overall annual dollar limit on benefits applied to 

families may not operate to deny a covered individual the minimum annual benefits for the plan 

year (in the individual market, policy year).  These interim final regulations clarify that, in 

applying annual limits for plan years (in the individual market, policy years) beginning before 

January 1, 2014, the plan or health insurance coverage may take into account only essential 

health benefits.   

The restricted annual limits provided in these interim final regulations are designed to 

ensure that, in the vast majority of cases, that individuals would have access to needed services 
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with a minimal impact on premiums.  So that individuals with certain coverage, including 

coverage under a limited benefit plan, would not be denied access to needed services or 

experience more than a minimal impact on premiums, these interim final regulations provide for 

the Secretary of Health and Human Services to establish a program under which the 

requirements relating to annual limits may be waived if compliance with these interim final 

regulations would result in a significant decrease in access to benefits or a significant increase in 

premiums.  Guidance from the Secretary of Health and Human Services regarding the scope and 

process for applying for a waiver is expected to be issued in the near future. 

Under these interim final regulations, individuals who reached a lifetime limit under a 

plan or health insurance coverage prior to the applicability date of these interim final regulations 

and are otherwise still eligible under the plan or health insurance coverage must be provided with 

a notice that the lifetime limit no longer applies.  If such individuals are no longer enrolled in the 

plan or health insurance coverage, these interim final regulations also provide an enrollment (in 

the individual market, reinstatement) opportunity for such individuals.   In the individual market, 

this reinstatement opportunity does not apply to individuals who reached their lifetime limits in 

individual health insurance coverage if the contract is not renewed or otherwise is no longer in 

effect.  It would apply, however, to a family member who reached the lifetime limit in a family 

policy in the individual market while other family members remain in the coverage.  These 

notices and the enrollment opportunity must be provided beginning not later than the first day of 

the first plan year (in the individual market, policy year) beginning on or after September 23, 

2010.  Anyone eligible for an enrollment opportunity must be treated as a special enrollee.9  That 

                                                 
9 See 26 CFR 54.9801-6(d), 29 CFR 2590.701-6(d), and 45 CFR 146.117(d). 
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is, they must be given the right to enroll in all of the benefit packages available to similarly 

situated individuals upon initial enrollment. 

Application to grandfathered health plans.  The statute and these interim final regulations 

relating to the prohibition on lifetime limits apply to all group health plans and health insurance 

issuers offering group or individual health insurance coverage, whether or not the plan qualifies 

as a grandfathered health plan, for plan years (in the individual market, policy years) beginning 

on or after September 23, 2010.  The statute and these interim final regulations relating to the 

prohibition on annual limits, including the special rules regarding restricted annual limits for plan 

years beginning before January 1, 2014, apply to group health plans and group health insurance 

coverage that qualify as a grandfathered health plan, but do not apply to grandfathered health 

plans that are individual health insurance coverage.  The interim final regulations issued under 

section 1251 of the Affordable Care Act provide that: 

 A plan or health insurance coverage that, on March 23, 2010, did not impose an overall 

annual or lifetime limit on the dollar value of all benefits ceases to be a grandfathered 

health plan if the plan or health insurance coverage imposes an overall annual limit on the 

dollar value of benefits.   

 A plan or health insurance coverage, that, on March 23, 2010, imposed an overall lifetime 

limit on the dollar value of all benefits but no overall annual limit on the dollar value of 

all benefits ceases to be a grandfathered health plan if the plan or health insurance 

coverage adopts an overall annual limit at a dollar value that is lower than the dollar 

value of the lifetime limit on March 23, 2010.   

 A plan or health insurance coverage that, on March 23, 2010, imposed an overall annual 

limit on the dollar value of all benefits ceases to be a grandfathered health plan if the plan 
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or health insurance coverage decreases the dollar value of the annual limit (regardless of 

whether the plan or health insurance coverage also imposed an overall lifetime limit on 

March 23, 2010 on the dollar value of all benefits). 

C.  PHS Act Section 2712, Prohibition on Rescissions (26 CFR 54.9815-2712T, 29 CFR  
     2590.715-2712, 45 CFR 147.128) 
 

PHS Act section 2712 provides rules regarding rescissions of health coverage for group 

health plans and health insurance issuers offering group or individual health insurance coverage.  

Under the statute and these interim final regulations, a group health plan, or a health insurance 

issuer offering group or individual health insurance coverage, must not rescind coverage except 

in the case of fraud or an intentional misrepresentation of a material fact.  This standard sets a 

federal floor and is more protective of individuals with respect to the standard for rescission than 

the standard that might have previously existed under State insurance law or Federal common 

law.  That is, under prior law, rescission may have been permissible if an individual made a 

misrepresentation of material fact, even if the misrepresentation was not intentional or made 

knowingly.  Under the new standard for rescissions set forth in PHS Act section 2712 and these 

interim final regulations, plans and issuers cannot rescind coverage unless an individual was 

involved in fraud or made an intentional misrepresentation of material fact.  This standard 

applies to all rescissions, whether in the group or individual insurance market, and whether 

insured or self-insured coverage.  These rules also apply regardless of any contestability period 

that may otherwise apply. 

This provision in PHS Act section 2712 builds on already-existing protections in PHS 

Act sections 2703(b) and 2742(b) regarding cancellations of coverage.  These provisions 

generally provide that a health insurance issuer in the group and individual markets cannot 

cancel, or fail to renew, coverage for an individual or a group for any reason other than those 
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enumerated in the statute (that is, nonpayment of premiums; fraud or intentional 

misrepresentation of material fact; withdrawal of a product or withdrawal of an issuer from the 

market; movement of an individual or an employer outside the service area; or, for bona fide 

association coverage, cessation of association membership).  Moreover, this new provision also 

builds on existing HIPAA nondiscrimination protections for group health coverage in ERISA 

section 702, Code section 9802, and PHS Act section 2705 (previously included in PHS Act 

section 2702 prior to the Affordable Care Act’s amendments and reorganization to PHS Act title 

XXVII).  The HIPAA nondiscrimination provisions generally provide that group health plans 

and group health insurance issuers may not set eligibility rules based on factors such as health 

status and evidence of insurability – including acts of domestic violence or disability.   They also 

provide limits on the ability of plans and issuers to vary premiums and contributions based on 

health status.  Starting on January 1, 2014, additional protections will apply in the individual 

market, including guaranteed issue of all products, nondiscrimination based on health status, and 

no preexisting condition exclusions.  These protections will reduce the likelihood of rescissions.     

These interim final regulations also clarify that other requirements of Federal or State law 

may apply in connection with a rescission or cancellation of coverage beyond the standards 

established in PHS Act section 2712, if they are more protective of individuals.  For example, if 

a State law applicable to health insurance issuers were to provide that rescissions are permitted 

only in cases of fraud, or only within a contestability period, which is more protective of 

individuals, such a law would not conflict with, or be preempted by, the federal standard and 

would apply.  

These interim final regulations include several clarifications regarding the standards for 

rescission in PHS Act section 2712.  First, these interim final regulations clarify that the rules of 
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PHS Act section 2712 apply whether the rescission applies to a single individual, an individual 

within a family, or an entire group of individuals.  Thus, for example, if an issuer attempted to 

rescind coverage of an entire employment-based group because of the actions of an individual 

within the group, the standards of these interim final regulations would apply.  Second, these 

interim final regulations clarify that the rules of PHS Act section 2712 apply to representations 

made by the individual or a person seeking coverage on behalf of the individual.   Thus, if a plan 

sponsor seeks coverage from an issuer for an entire employment-based group and makes 

representations, for example, regarding the prior claims experience of the group, the standards of 

these interim final regulations would also apply.  Finally, PHS Act section 2712 refers to acts or 

practices that constitute fraud.  These interim final regulations clarify that, to the extent that an 

omission constitutes fraud, that omission would permit the plan or issuer to rescind coverage 

under this section.  An example in these interim final regulations illustrates the application of the 

rule to misstatements of fact that are inadvertent.   

For purposes of these interim final regulations, a rescission is a cancellation or 

discontinuance of coverage that has retroactive effect.  For example, a cancellation that treats a 

policy as void from the time of the individual’s or group’s enrollment is a rescission.  In 

addition, a cancellation that voids benefits paid up to a year before the cancellation is also a 

rescission for this purpose.  A cancellation or discontinuance of coverage with only a prospective 

effect is not a rescission, and neither is a cancellation or discontinuance of coverage that is 

effective retroactively to the extent it is attributable to a failure to timely pay required premiums 

or contributions towards the cost of coverage.  Cancellations of coverage are addressed under 

other Federal and State laws, including section PHS Act section 2703(b) and 2742(b), which 

limit the grounds for cancellation or non-renewal of coverage, as discussed above.  Moreover, 
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PHS Act section 2719, as added by the Affordable Care Act and incorporated in ERISA section 

715 and Code section 9815, addresses appeals of coverage determinations and includes 

provisions for keeping coverage in effect pending an appeal.  The Departments expect to issue 

guidance on PHS Act section 2719 in the very near future. 

In addition to setting a new Federal floor standard for rescissions, PHS Act section 2712 

adds a new advance notice requirement when coverage is rescinded where still permissible.   

Specifically, the second sentence in section 2712 provides that coverage may not be cancelled 

unless prior notice is provided.  These interim final regulations provide that a group health plan, 

or a health insurance issuer offering group health insurance coverage, must provide at least 30 

calendar days advance notice to an individual before coverage may be rescinded.10  The notice 

must be provided regardless of whether the rescission is of group or individual coverage; or 

whether, in the case of group coverage, the coverage is insured or self-insured, or the rescission 

applies to an entire group or only to an individual within the group.  This 30-day period will 

provide individuals and plan sponsors with an opportunity to explore their rights to contest the 

rescission, or look for alternative coverage, as appropriate.  The Departments expect to issue 

future guidance on any notice requirements under PHS Act section 2712 for cancellations of 

coverage other than in the case of rescission. 

In this new Federal statutory protection against rescissions, the Affordable Care Act 

provides new rights to individuals who, for example, may have done their best to complete what 

can sometimes be long, complex enrollment questionnaires but may have made some errors, for 

which the consequences were overly broad and unfair.  These interim final regulations provide 

initial guidance with respect to the statutory restrictions on rescission.  If the Departments 

                                                 
10 Even though prior notice must be provided in the case of a rescission, applicable law may permit the rescission to 
void coverage retroactively. 
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become aware of attempts in the marketplace to subvert these rules, the Departments may issue 

additional regulations or administrative guidance to ensure that individuals do not lose health 

coverage unjustly or without due process. 

Application to grandfathered health plans.  The rules regarding rescissions and advance 

notice apply to all grandfathered health plans. 

D.  PHS Act Section 2719A, Patient Protections (26 CFR 54.9815-2719AT, 29 CFR 2590.715-  
      2719A, 45 CFR 147.138) 
 
 Section 2719A of the PHS Act imposes, with respect to a group health plan, or group or 

individual health insurance coverage, a set of three requirements relating to the choice of a health 

care professional and requirements relating to benefits for emergency services.  The three 

requirements relating to the choice of health care professional apply only with respect to a plan 

or health insurance coverage with a network of providers.11  Thus, a plan or issuer that has not 

negotiated with any provider for the delivery of health care but merely reimburses individuals 

covered under the plan for their receipt of health care is not subject to the requirements relating 

to the choice of a health care professional.  However, such plans or health insurance coverage are 

subject to requirements relating to benefits for emergency services.   These interim final 

regulations reorder the statutory requirements so that all three of the requirements relating to the 

choice of a health care professional are together and add a notice requirement for those three 

requirements.  None of these requirements apply to grandfathered health plans. 

1.  Choice of Health Care Professional 

The statute and these interim final regulations provide that if a group health plan, or a 

health insurance issuer offering group or individual health insurance coverage, requires or 

                                                 
11 The statute and these interim final regulations refer to providers both in terms of their participation (participating 
provider) and in terms of a network (in-network provider).  In both situations, the intent is to refer to a provider that 
has a contractual relationship or other arrangement with a plan or issuer. 
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provides for designation by a participant, beneficiary, or enrollee of a participating primary care 

provider, then the plan or issuer must permit each participant, beneficiary, or enrollee to 

designate any participating primary care provider who is available to accept the participant, 

beneficiary, or enrollee.  Under these interim final regulations, the plan or issuer must provide a 

notice informing each participant (or in the individual market, the primary subscriber) of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider.   

The statute and these interim final regulations impose a requirement for the designation 

of a pediatrician similar to the requirement for the designation of a primary care physician.  

Specifically, if a plan or issuer requires or provides for the designation of a participating primary 

care provider for a child by a participant, beneficiary, or enrollee, the plan or issuer must permit 

the designation of a physician (allopathic or osteopathic) who specializes in pediatrics as the 

child's primary care provider if the provider participates in the network of the plan or issuer and 

is available to accept the child.  In such a case, the plan or issuer must comply with the notice 

requirements with respect to designation of a primary care provider.  The general terms of the 

plan or health insurance coverage regarding pediatric care otherwise are unaffected, including 

any exclusions with respect to coverage of pediatric care. 

The statute and these interim final regulations also provide rules for a group health plan, 

or a health insurance issuer offering group or individual health insurance coverage, that provides 

coverage for obstetrical or gynecological care and requires the designation of an in-network 

primary care provider.  In such a case, the plan or issuer may not require authorization or referral 

by the plan, issuer, or any person (including a primary care provider) for a female participant, 

beneficiary, or enrollee who seeks obstetrical or gynecological care provided by an in-network 

health care professional who specializes in obstetrics or gynecology.  The plan or issuer must 
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inform each participant (in the individual market, primary subscriber) that the plan or issuer may 

not require authorization or referral for obstetrical or gynecological care by a participating health 

care professional who specializes in obstetrics or gynecology.  Nothing in these interim final 

regulations precludes the plan or issuer from requiring an in-network obstetrical or gynecological 

provider to otherwise adhere to policies and procedures regarding referrals, prior authorization 

for treatments, and the provision of services pursuant to a treatment plan approved by the plan or 

issuer.  The plan or issuer must treat the provision of obstetrical and gynecological care, and the 

ordering of related obstetrical and gynecological items and services, by the professional who 

specializes in obstetrics or gynecology as the authorization of the primary care provider.  For this 

purpose, a health care professional who specializes in obstetrics or gynecology is any individual 

who is authorized under applicable State law to provide obstetrical or gynecological care, and is 

not limited to a physician. 

 The general terms of the plan or coverage regarding exclusions of coverage with respect 

to obstetrical or gynecological care are otherwise unaffected.  These interim final regulations do 

not preclude the plan or issuer from requiring that the obstetrical or gynecological provider 

notify the primary care provider or the plan or issuer of treatment decisions. 

When applicable, it is important that individuals enrolled in a plan or health insurance 

coverage know of their rights to (1) choose a primary care provider or a pediatrician when a plan 

or issuer requires designation of a primary care physician; or (2) obtain obstetrical or 

gynecological care without prior authorization.  Accordingly, these interim final regulations 

require such plans and issuers to provide a notice to participants (in the individual market, 

primary subscribers) of these rights when applicable.   Model language is provided in these 

interim final regulations.  The notice must be provided whenever the plan or issuer provides a 
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participant with a summary plan description or other similar description of benefits under the 

plan or health insurance coverage, or in the individual market, provides a primary subscriber 

with a policy, certificate, or contract of health insurance. 

2.  Emergency Services 

If a plan or health insurance coverage provides any benefits with respect to emergency 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services in a way that is consistent with these interim final regulations.  These interim final 

regulations require that a plan providing emergency services must do so without the individual or 

the health care provider having to obtain prior authorization (even if the emergency services are 

provided out of network) and without regard to whether the health care provider furnishing the 

emergency services is an in-network provider with respect to the services.  The emergency 

services must be provided without regard to any other term or condition of the plan or health 

insurance coverage other than the exclusion or coordination of benefits, an affiliation or waiting 

period permitted under part 7 of ERISA, part A of title XXVII of the PHS Act, or chapter 100 of 

the Code, or applicable cost-sharing requirements.  For a plan or health insurance coverage with 

a network of providers that provides benefits for emergency services, the plan or issuer may not 

impose any administrative requirement or limitation on benefits for out-of-network emergency 

services that is more restrictive than the requirements or limitations that apply to in-network 

emergency services.    

Additionally, for a plan or health insurance coverage with a network, these interim final 

regulations provide rules for cost-sharing requirements for emergency services that are expressed 

as a copayment amount or coinsurance rate, and other cost-sharing requirements.  Cost-sharing 

requirements expressed as a copayment amount or coinsurance rate imposed for out-of-network 

Obtained by Judicial Watch July 11, 2011 through FOIA 



PRELIMINARY DISCUSSION DRAFT of 6.16.10  
Not for Public Distribution 

 

 26

emergency services cannot exceed the cost-sharing requirements that would be imposed if the 

services were provided in-network.  Out-of-network providers may, however, also balance bill 

patients for the difference between the providers’ charges and the amount collected from the plan 

or issuer and from the patient in the form of a copayment or coinsurance amount.  Section 

1302(c)(3)(B) of the Affordable Care Act excludes such balance billing amounts from the 

definition of cost sharing, and the requirement in section 2719A(b)(1)(C)(ii)(II) that cost sharing 

for out-of-network services be limited to that imposed in network only applies to cost sharing 

expressed as a copayment or coinsurance rate. 

Because the statute does not require plans or issuers to cover balance billing amounts, 

and does not prohibit balance billing, even where the protections in the statute apply, patients 

may be subject to balance billing.  It would defeat the purpose of the protections in the statute if 

a plan or issuer paid an unreasonably low amount to a provider, even while limiting the 

coinsurance or copayment associated with that amount to in-network amounts.   To avoid the 

circumvention of the protections of PHS Act section 2719A, it is necessary that a reasonable 

amount be paid before a patient becomes responsible for a balance billing amount.  Thus, these 

interim final regulations require that a reasonable amount be paid for services by some objective 

standard.  In establishing the reasonable amount that must be paid, the Departments had to 

account for wide variation in how plans and issuers determine both in-network and out-of-

network rates.  For example, for a plan using a capitation arrangement to determine in-network 

payments to providers, there is no in-network rate per service.  Accordingly, these interim final 

regulations consider three amounts: the in-network rate, the out-of-network rate, and the 

Medicare rate.  Specifically, a plan or issuer satisfies the copayment and coinsurance limitations 
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in the statute if it provides benefits for out-of-network emergency services in an amount equal to 

the greatest of three possible amounts— 

(1) The amount negotiated with in-network providers for the emergency service 

furnished;  

(2) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable charges) but substituting the in-network cost-sharing provisions for the out-of-

network cost-sharing provisions; or  

(3) The amount that would be paid under Medicare for the emergency service.12   

Each of these three amounts is calculated excluding any in-network copayment or coinsurance 

imposed with respect to the participant, beneficiary, or enrollee.   

For plans and health insurance coverage under which there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the first amount above is disregarded, meaning that the greatest amount is going to 

be either the out-of-network amount or the Medicare amount.  Additionally, with respect to 

determining the first amount, if a plan or issuer has more than one negotiated amount with in-

network providers for a particular emergency service, the amount is the median of these 

amounts, treating the amount negotiated with each provider as a separate amount in determining 

the median.  Thus, for example, if for a given emergency service a plan negotiated a rate of $100 

with three providers, a rate of $125 with one provider, and a rate of $150 with one provider; the 

amounts taken into account to determine the median would be $100, $100, $100, $125, and 

$150; and the median would be $100.  Following the commonly accepted definition of median, if 

                                                 
12 As of the date of publication of these interim final regulations, these rates are available to the public at 
http://www.cms.hhs.gov/MedicareAdvtgSpecRateStats/downloads/oon-payments.pdf. 
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there are an even number of amounts, the median is the average of the middle two.  (Cost sharing 

imposed with respect to the participant, beneficiary or enrollee would be deducted from this 

amount before determining the greatest of the three amounts above.)  

The second amount above is determined without reduction for out-of-network cost 

sharing that generally applies under the plan or health insurance coverage with respect to out-of-

network services.  Thus, for example, if a plan generally pays 70 percent of the usual, customary, 

and reasonable amount for out-of-network services, the second amount above for an emergency 

service is the total (that is, 100 percent) of the usual, customary, and reasonable amount for the 

service, not reduced by the 30 percent coinsurance that would generally apply to out-of-network 

services (but reduced by the in-network copayment or coinsurance that the individual would be 

responsible for if the emergency service had been provided in-network). 

Although a plan or health insurance coverage is generally not constrained by the 

requirements of PHS Act section 2719A for cost-sharing requirements other than copayments or 

coinsurance, these interim final regulations include an anti-abuse rule with respect to such other 

cost-sharing requirements so that the purpose of limiting copayments and coinsurance for 

emergency services to the in-network rate cannot be thwarted by manipulation of these other 

cost-sharing requirements.  Accordingly, any other cost-sharing requirement, such as a 

deductible or out-of-pocket maximum, may be imposed with respect to out-of-network 

emergency services only if the cost-sharing requirement generally applies to out-of-network 

benefits.  Specifically, a deductible may be imposed with respect to out-of-network emergency 

services only as part of a deductible that generally applies to out-of-network benefits.  Similarly, 

if an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services.  A plan or health insurance 
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coverage could fashion these other cost-sharing requirements so that a participant, beneficiary, or 

enrollee is required to pay less for emergency services than for general out-of-network services; 

the anti-abuse rule merely prohibits a plan or health insurance coverage from fashioning such 

rules so that a participant, beneficiary, or enrollee is required to pay more for emergency services 

than for general out-of-network services. 

In applying the rules relating to emergency services, the statute and these interim final 

regulations define the terms emergency medical condition, emergency services, and stabilize.  

These terms are defined generally in accordance with their meaning under the Emergency 

Medical Treatment and Labor Act (EMTALA), section 1867 of the Social Security Act.  There 

are, however, some minor variances from the EMTALA definitions.  For example, both 

EMTALA and PHS Act section 2719A define "emergency medical condition" in terms of the 

same consequences that could reasonably be expected to occur in the absence of immediate 

medical attention.  Under EMTALA regulations, the likelihood of these consequences is 

determined by qualified hospital medical personnel, while under PHS Act section 2719A the 

standard is whether a prudent layperson, who possesses an average knowledge of health and 

medicine, could reasonably expect the absence of immediate medical attention to result in such 

consequences. 

Application to grandfathered health plans.  The statute and these interim final regulations 

relating to certain patient protections do not apply to grandfathered health plans.  However, other 

Federal or State laws related to these patient protections may apply regardless of grandfather 

status. 

III.  Interim Final Regulations and Request for Comments 
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Section 9833 of the Code, section 734 of ERISA, and section 2792 of the PHS Act 

authorize the Secretaries of the Treasury, Labor, and HHS (collectively, the Secretaries) to 

promulgate any interim final rules that they determine are appropriate to carry out the provisions 

of chapter 100 of the Code, part 7 of subtitle B of title I of ERISA, and part A of title XXVII of 

the PHS Act, which include PHS Act sections 2701 through 2728 and the incorporation of those 

sections into ERISA section 715 and Code section 9815.   

In addition, under Section 553(b) of the Administrative Procedure Act (APA) (5 U.S.C. 

551 et seq.) a general notice of proposed rulemaking is not required when an agency, for good 

cause, finds that notice and public comment thereon are impracticable, unnecessary, or contrary 

to the public interest.  The provisions of the APA that ordinarily require a notice of proposed 

rulemaking do not apply here because of the specific authority granted by section 9833 of the 

Code, section 734 of ERISA, and section 2792 of the PHS Act.  However, even if the APA were 

applicable, the Secretaries have determined that it would be impracticable and contrary to the 

public interest to delay putting the provisions in these interim final regulations in place until a 

full public notice and comment process was completed.  As noted above, numerous provisions of 

the Affordable Care Act are applicable for plan years (in the individual market, policy years) 

beginning on or after September 23, 2010, six months after date of enactment.  Had the 

Departments published a notice of proposed rulemaking, provided for a 60-day comment period, 

and only then prepared final regulations, which would be subject to a 60-day delay in effective 

date, it is unlikely that it would have been possible to have final regulations in effect before late 

September, when these requirements could be in effect for some plans or policies.  Moreover, the 

requirements in these regulations require significant lead time in order to implement.   
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For example, in the case of the requirement under PHS Act section 2711 prohibiting overall 

lifetime dollar limits, these interim final regulations require that an enrollment opportunity be 

provided for an individual whose coverage ended by reason of reaching a lifetime limit no later 

than the first day this requirement takes effect.  Preparations presumably would have to be made 

to put such an enrollment process in place.  In the case of requirements for emergency care under 

PHS Act section 2719A, plans and issuers need to know how to process charges by out-of-

network providers by as early as the first plan or policy year beginning on or after September 23, 

2010.  With respect to all the changes that would be required to be made under these interim 

final regulations, whether adding coverage of children with a preexisting condition under PHS 

Act section 2704, or determining the scope of rescissions prohibited under PHS Act section 

2712, group health plans and health insurance issuers have to be able to take these changes into 

account in establishing their premiums, and in making other changes to the designs of plan or 

policy benefits, and these premiums and plan or policy changes would have to receive necessary 

approvals in advance of the plan or policy year in question.       

Accordingly, in order to allow plans and health insurance coverage to be designed and 

implemented on a timely basis, regulations must be published and available to the public well in 

advance of the effective date of the requirements of the Affordable Care Act.  It is not possible to 

have a full notice and comment process and to publish final regulations in the brief time between 

enactment of the Affordable Care Act and the date regulations are needed.  

The Secretaries further find that issuance of proposed regulations would not be sufficient 

because the provisions of the Affordable Care Act protect significant rights of plan participants 

and beneficiaries and individuals covered by individual health insurance policies and it is 

essential that participants, beneficiaries, insureds, plan sponsors, and issuers have certainty about 
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their rights and responsibilities.  Proposed regulations are not binding and cannot provide the 

necessary certainty.  By contrast, the interim final regulations provide the public with an 

opportunity for comment, but without delaying the effective date of the regulations. 

For the foregoing reasons, the Departments have determined that it is impracticable and 

contrary to the public interest to engage in full notice and comment rulemaking before putting 

these regulations into effect, and that it is in the public interest to promulgate interim final 

regulations. 

 

[ECONOMIC IMPACT AND PAPERWORK BURDEN: in a separate document] 

 

V.  Statutory Authority 

The Department of the Treasury temporary regulations are adopted pursuant to the 

authority contained in sections 7805 and 9833 of the Code. 

 The Department of Labor interim final regulations are adopted pursuant to the authority 

contained in 29 U.S.C. 1027, 1059, 1135, 1161-1168, 1169, 1181-1183, 1181 note, 1185, 1185a, 

1185b, 1191, 1191a, 1191b, and 1191c; sec. 101(g), Pub. L.104-191, 110 Stat. 1936; sec. 401(b), 

Pub. L. 105-200, 112 Stat. 645 (42 U.S.C. 651 note); sec. 512(d), Pub. L. 110-343, 122 Stat. 

3881; sec. 1001, 1201, and 1562(e), Pub. L. 111-148, 124 Stat. 119, as amended by Pub. L. 111-

152, 124 Stat. 1029; Secretary of Labor’s Order 6-2009, 74 FR 21524 (May 7, 2009). 

 The Department of Health and Human Services interim final regulations are adopted 

pursuant to the authority contained in sections 2701 through 2763, 2791, and 2792 of the PHS 

Act (42 USC 300gg through 300gg-63, 300gg-91, and 300gg-92), as amended. 

List of Subjects 
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26 CFR Part 54 

Excise taxes, Health care, Health insurance, Pensions, Reporting and recordkeeping 

requirements. 

26 CFR Part 602 

Reporting and recordkeeping requirements. 

29 CFR Part 2590 

Continuation coverage, Disclosure, Employee benefit plans, Group health plans, Health 

care, Health insurance, Medical child support, Reporting and recordkeeping requirements. 

45 CFR Parts 144, 146, and 147 

Health care, Health insurance, Reporting and recordkeeping requirements, and State 

regulation of health insurance. 
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   Steven T. Miller    

Deputy Commissioner for Services and Enforcement, 
Internal Revenue Service. 
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 Michael F. Mundaca 
 Assistant Secretary of the Treasury (Tax Policy).  
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Signed this _____ day of _____, 2010. 
 
 
 
 
 
Phyllis C. Borzi 
Assistant Secretary 
Employee Benefits Security Administration 
Department of Labor 
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Jay Angoff, 

Director, 

Office of Consumer Information and Insurance 

Oversight. 

Approved: _______________ 

 

 
 

 

 

Kathleen Sebelius, 

Secretary, Department of Health and Human 

Services.               
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

26 CFR Chapter 1 

 Accordingly, 26 CFR Parts 54 and 602 are amended as follows: 

PART 54--PENSION EXCISE TAXES 

Paragraph 1.  The authority citation for part 54 is amended by adding entries for 

§§54.9815-2704T, 54.9815-2711T, 54.9815-2712T, and 54.9815-2719AT in numerical order to 

read in part as follows: 

Authority: 26 U.S.C. 7805. * * * 

Section 54.9815-2704T also issued under 26 U.S.C. 9833. 
Section 54.9815-2711T also issued under 26 U.S.C. 9833.  
Section 54.9815-2712T also issued under 26 U.S.C. 9833.  * * * 
Section 54.9815-2719AT also issued under 26 U.S.C. 9833. * * * 
 

 Par. 2.  Section 54.9801-2 is amended by revising the cross-reference to §54.9831(a) in 

the definition of group health plan and by revising the definition of preexisting condition 

exclusion.  The revised definitions read as follows: 

§54.9801-2 Definitions.   

* * * * * 

 Group health plan or plan means a group health plan within the meaning of §54.9831-

1(a). 

* * * * * 

Preexisting condition exclusion means a limitation or exclusion of benefits (including a 

denial of coverage) based on the fact that the condition was present before the effective date of 

coverage (or if coverage is denied, the date of the denial) under a group health plan or group or 

individual health insurance coverage (or other coverage provided to Federally eligible 
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individuals pursuant to 45 CFR Part 148), whether or not any medical advice, diagnosis, care, or 

treatment was recommended or received before that day.  A preexisting condition exclusion 

includes any limitation or exclusion of benefits (including a denial of coverage) applicable to an 

individual as a result of information relating to an individual’s health status before the 

individual’s effective date of coverage (or if coverage is denied, the date of the denial) under a 

group health plan, or group or individual health insurance coverage (or other coverage provided 

to Federally eligible individuals pursuant to 45 CFR Part 148), such as a condition identified as a 

result of a pre-enrollment questionnaire or physical examination given to the individual, or 

review of medical records relating to the pre-enrollment period. 

* * * * * 

 Par. 3.  Section 54.9801-3 is amended by revising paragraph (a)(1)(i) to read as follows: 

§54.9801-3 Limitations on preexisting condition exclusion period.   

  (a) Preexisting condition exclusion--(1) Defined--(i) A preexisting condition exclusion 

means a preexisting condition exclusion within the meaning of §54.9801-2. 

* * * * * 

Par. 4. Section 54.9815-2704T is added to read as follows: 

§54.9815-2704T Prohibition of preexisting condition exclusions (temporary).   

(a) No preexisting condition exclusions--(1) In general. A group health plan, or a health 

insurance issuer offering group health insurance coverage, may not impose any preexisting 

condition exclusion (as defined in §54.9801-2).   

 (2)  Examples.  The rules of this paragraph (a) are illustrated by the following examples 

(for additional examples illustrating the definition of a preexisting condition exclusion, see 

§54.9801-3(a)(1)(ii)): 
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Example 1. (i) Facts.  A group health plan provides benefits solely through an insurance 
policy offered by Issuer P.  At the expiration of the policy, the plan switches coverage to a policy 
offered by Issuer N.  N’s policy excludes benefits for oral surgery required as a result of a 
traumatic injury if the injury occurred before the effective date of coverage under the policy. 

 
(ii)  Conclusion.  In this Example 1, the exclusion of benefits for oral surgery required as 

a result of a traumatic injury if the injury occurred before the effective date of coverage is a 
preexisting condition exclusion because it operates to exclude benefits for a condition based on 
the fact that the condition was present before the effective date of coverage under the policy. 

 
Example 2.  (i) Facts.  Individual C applies for individual health insurance coverage with 

Issuer M.  M denies C’s application for coverage because a pre-enrollment physical revealed that 
C has type 2 diabetes.  
 
 (ii)  Conclusion.   See Example 2 in 45 CFR 147.108(a)(2) for a conclusion that M’s 
denial of C’s application for coverage is a preexisting condition exclusion because a denial of an 
application for coverage based on the fact that a condition was present before the date of denial 
is an exclusion of benefits based on a preexisting condition. 

 
(b) Effective/applicability date--(1) General applicability date. Except as provided in 

paragraph (b)(2) of this section, the requirements of this section apply for plan years beginning 

on or after January 1, 2014.   

(2) Early applicability date for children.  The requirements of this section apply with 

respect to enrollees, including applicants for enrollment, who are under 19 years of age for plan 

years beginning on or after September 23, 2010. 

(3) Applicability to grandfathered health plans.  See §54.9815-1251T for determining the 

application of this section to grandfathered health plans (providing that a grandfathered health 

plan that is a group health plan or group health insurance coverage must comply with the 

prohibition against preexisting condition exclusions). 

(4) Example.  The rules of this paragraph (b) are illustrated by the following example: 

Example. (i) Facts.  Individual F commences employment and enrolls F and F’s 16-year-
old child in the group health plan maintained by F’s employer, with a first day of coverage of 
October 15, 2010.  F’s child had a significant break in coverage because of a lapse of more than 
63 days without creditable coverage immediately prior to enrolling in the plan.  F’s child was 
treated for asthma within the six-month period prior to the enrollment date and the plan imposes 
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a 12-month preexisting condition exclusion for coverage of asthma.  The next plan year begins 
on January 1, 2011. 

 
(ii)  Conclusion.  In this Example, the plan year beginning January 1, 2011 is the first 

plan year of the group health plan beginning on or after September 23, 2010.  Thus, beginning on 
January 1, 2011, because the child is under 19 years of age, the plan cannot impose a preexisting 
condition exclusion with respect to the child’s asthma regardless of the fact that the preexisting 
condition exclusion was imposed by the plan before the applicability date of this provision. 

 
(c)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 

Par. 5. Section 54.9815-2711T is added to read as follows: 

§54.9815-2711T No lifetime or annual limits (temporary). 

(a) Prohibition--(1) Lifetime limits.  Except as provided in paragraph (b) of this section, a 

group health plan, or a health insurance issuer offering group health insurance coverage, may not 

establish any lifetime limit on the dollar amount of benefits for any individual. 

(2) Annual limits--(i) General rule.  Except as provided in paragraphs (a)(2)(ii), (b), and 

(d) of this section, a group health plan, or a health insurance issuer offering group health 

insurance coverage, may not establish any annual limit on the dollar amount of benefits for any 

individual. 

(ii) Exception for health flexible spending arrangements.  A health flexible spending 

arrangement (as defined in section 106(c)(2)) is not subject to the requirement in paragraph 

(a)(2)(i) of this section. 

 (b) Construction--(1) Permissible limits on specific covered benefits.  The rules of this 

section do not prevent a group health plan, or a health insurance issuer offering group health 

insurance coverage, from placing annual or lifetime dollar limits with respect to any individual 

on specific covered benefits that are not essential health benefits to the extent that such limits are 
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otherwise permitted under applicable Federal or State law.  (The scope of essential health 

benefits is addressed in paragraph (c) of this section). 

 (2) Condition-based exclusions.  The rules of this section do not prevent a group health 

plan, or a health insurance issuer offering group health insurance coverage, from excluding all 

benefits for a condition.  However, if any benefits are provided for a condition, then the 

requirements of this section apply.  Other requirements of Federal or State law may require 

coverage of certain benefits. 

(c) Definition of essential health benefits.  The term “essential health benefits” means 

essential health benefits under section 1302(b) of the Patient Protection and Affordable Care Act 

and applicable regulations. 

 (d) Restricted annual limits permissible prior to 2014--(1) In general.  With respect to 

plan years beginning prior to January 1, 2014, a group health plan, or a health insurance issuer 

offering group health insurance coverage, may establish, for any individual, an annual limit on 

the dollar amount of benefits that are essential health benefits, provided the limit is no less than 

the amounts in the following schedule: 

(i) For a plan year beginning on or after September 23, 2010 but before September 23, 

2011, $750,000. 

(ii) For a plan year beginning on or after September 23, 2011 but before September 23, 

2012, $1,250,000. 

(iii) For plan years beginning on or after September 23, 2012 but before January 1, 2014, 

$2,000,000. 

(2)  Only essential health benefits taken into account.  In determining whether an 

individual has received benefits that meet or exceed the applicable amount described in 
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paragraph (d)(1) of this section, a plan or issuer must take into account only essential health 

benefits. 

(3) Waiver authority of the Secretary of Health and Human Services.  For plan years 

beginning before January 1, 2014, the Secretary of Health and Human Services may establish a 

program under which the requirements of paragraph (d)(1) of this section relating to annual 

limits may be waived (for such period as is specified by the Secretary of Health and Human 

Services) for a group health plan or health insurance coverage that has an annual dollar limit on 

benefits below the restricted annual limits provided under paragraph (d)(1) of this section if 

compliance with paragraph (d)(1) of this section would result in a significant decrease in access 

to benefits under the plan or health insurance coverage or would significantly increase premiums 

for the plan or health insurance coverage.   

(e) Transitional rules for individuals whose coverage or benefits ended by reason of 

reaching a lifetime limit--(1) In general. The relief provided in the transitional rules of this 

paragraph (e) applies with respect to any individual-- 

(i) Whose coverage or benefits under a group health plan or group health insurance 

coverage ended by reason of reaching a lifetime limit on the dollar value of all benefits for any 

individual (which, under this section, is no longer permissible); and  

(ii) Who becomes eligible (or is required to become eligible) for benefits not subject to a 

lifetime limit on the dollar value of all benefits under the group health plan or group health 

insurance coverage on the first day of the first plan year beginning on or after September 23, 

2010 by reason of the application of this section. 

(2) Notice and enrollment opportunity requirements--(i) If an individual described in 

paragraph (e)(1) of this section is eligible for benefits (or is required to become eligible for 
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benefits) under the group health plan -- or group health insurance coverage -- described in 

paragraph (e)(1) of this section, the plan and the issuer are required to give the individual written 

notice that the lifetime limit on the dollar value of all benefits no longer applies and that the 

individual, if covered, is once again eligible for benefits under the plan.  Additionally, if the 

individual is not enrolled in the plan or health insurance coverage, or if an enrolled individual is 

eligible for but not enrolled in any benefit package under the plan or health insurance coverage, 

then the plan and issuer must also give such an individual an opportunity to enroll that continues 

for at least 30 days (including written notice of the opportunity to enroll).  The notices and 

enrollment opportunity required under this paragraph (e)(2)(i) must be provided beginning not 

later than the first day of the first plan year beginning on or after September 23, 2010. 

(ii)  The notices required under paragraph (e)(2)(i) of this section may be provided to an 

employee on behalf of the employee’s dependent.  In addition, the notices may be included with 

other enrollment materials that a plan distributes to employees, provided the statement is 

prominent.  For either notice, if a notice satisfying the requirements of this paragraph (e)(2) is 

provided to an individual, the obligation to provide the notice with respect to that individual is 

satisfied for both the plan and the issuer.  

(3) Effective date of coverage.  In the case of an individual who enrolls under paragraph 

(e)(2) of this section, coverage must take effect not later than the first day of the first plan year 

beginning on or after September 23, 2010.  

(4) Treatment of enrollees in a group health plan.  Any individual enrolling in a group 

health plan pursuant to paragraph (e)(2) of this section must be treated as if the individual were a 

special enrollee, as provided under the rules of §54.9801-6(d).  Accordingly, the individual (and, 

if the individual would not be a participant once enrolled in the plan, the participant through 
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whom the individual is otherwise eligible for coverage under the plan) must be offered all the 

benefit packages available to similarly situated individuals who did not lose coverage by reason 

of reaching a lifetime limit on the dollar value of all benefits.  For this purpose, any difference in 

benefits or cost-sharing requirements constitutes a different benefit package.  The individual also 

cannot be required to pay more for coverage than similarly situated individuals who did not lose 

coverage by reason of reaching a lifetime limit on the dollar value of all benefits. 

(5) Examples.  The rules of this paragraph (e) are illustrated by the following examples: 

Example 1. (i) Facts.  Employer Y maintains a group health plan with a calendar year 
plan year.  The plan has a single benefit package.  For plan years beginning before September 23, 
2010, the plan has a lifetime limit on the dollar value of all benefits.  Individual B, an employee 
of Y, was enrolled in Y’s group health plan at the beginning of the 2008 plan year.  On June 10, 
2008, B incurred a claim for benefits that exceeded the lifetime limit under Y’s plan and ceased 
to be enrolled in the plan.  B is still eligible for coverage under Y’s group health plan.  On or 
before January 1, 2011, Y’s group health plan gives B written notice informing B that the 
lifetime limit on the dollar value of all benefits no longer applies, that individuals whose 
coverage ended by reason of reaching a lifetime limit under the plan are eligible to enroll in the 
plan, and that individuals can request such enrollment through February 1, 2011 with enrollment 
effective retroactively to January 1, 2011.   

 
(ii) Conclusion.  In this Example 1, the plan has complied with the requirements of this 

paragraph (e) by providing written notice and an enrollment opportunity to B that lasts at least 30 
days.  

 
Example 2. (i) Facts.  Employer Z maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  Prior to October 1, 2010, the group health plan 
has a lifetime limit on the dollar value of all benefits.  Individual D, an employee of Z, and 
Individual E, D’s child, were enrolled in family coverage under Z’s group health plan for the 
plan year beginning on October 1, 2008.  On May 1, 2009, E incurred a claim for benefits that 
exceeded the lifetime limit under Z’s plan.  D dropped family coverage but remains an employee 
of Z and is still eligible for coverage under Z’s group health plan.   

 
(ii) Conclusion.  In this Example 2, not later than October 1, 2010, the plan must provide 

D and E an opportunity to enroll (including written notice of an opportunity to enroll) that 
continues for at least 30 days, with enrollment effective not later than October 1, 2010.   

 
Example 3. (i) Facts.  Same facts as Example 2, except that Z’s plan had two benefit 

packages (a low-cost and a high-cost option).  Instead of dropping coverage, D switched to the 
low-cost benefit package option. 
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(ii) Conclusion.  In this Example 3, not later than October 1, 2010, the plan must provide 
D and E an opportunity to enroll in any benefit package available to similarly situated 
individuals who enroll when first eligible.  The plan would have to provide D and E the 
opportunity to enroll in any benefit package available to similarly situated individuals who enroll 
when first eligible, even if D had not switched to the low-cost benefit package option.   

 
Example 4.  (i) Facts.  Employer Q maintains a group health plan with a plan year 

beginning October 1 and ending September 30.  For the plan year beginning on October 1, 2009, 
Q has an annual limit on the dollar value of all benefits of $500,000.    
 

(ii) Conclusion.  In this Example 4, Q must raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 for the plan year beginning October 1, 2010.  For 
the plan year beginning October 1, 2011, Q must raise the annual limit to at least $1.25 million.  
For the plan year beginning October 1, 2012, Q must raise the annual limit to at least $2 million.  
Q may also impose a restricted annual limit of $2 million for the plan year beginning October 1, 
2013.  After the conclusion of that plan year, Q cannot impose an overall annual limit.  
 

Example 5.  (i) Facts.  Same facts as Example 4, except that the annual limit for the plan 
year beginning on October 1, 2009 is $1 million and Q lowers the annual limit for the plan year 
beginning October 1, 2010 to $750,000.   
 

(ii) Conclusion.  In this Example 5, Q complies with the requirements of this paragraph 
(e).  However, Q's choice to lower its annual limit means that under §54.9815-
1251T(g)(1)(vi)(C), the group health plan will cease to be a grandfathered health plan and will be 
generally subject to all of the provisions of PHS Act sections 2701 through 2719A.   
 

 (f)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the prohibitions on lifetime and 

annual limits apply to all grandfathered health plans that are group health plans and group health 

insurance coverage, including the special rules regarding restricted annual limits).  

(g)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 

Par. 6. Section 54.9815-2712T is added to read as follows: 

§54.9815-2712T Rules regarding rescissions (temporary). 
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(a)  Prohibition on rescissions--(1) A group health plan, or a health insurance issuer 

offering group health insurance coverage, must not rescind coverage under the plan, or under the 

policy, certificate, or contract of insurance, with respect to an individual (including a group to 

which the individual belongs or family coverage in which the individual is included) once the 

individual is covered under the plan or coverage, unless the individual (or a person seeking 

coverage on behalf of the individual) performs an act, practice, or omission that constitutes 

fraud, or unless the individual makes an intentional misrepresentation of material fact, as 

prohibited by the terms of the plan or coverage.  A group health plan, or a health insurance issuer 

offering group health insurance coverage, must provide at least 30 days advance written notice to 

each participant who would be affected before coverage may be rescinded under this paragraph 

(a)(1), regardless of whether the coverage is insured or self-insured, or whether the rescission 

applies to an entire group or only to an individual within the group.  (The rules of this paragraph 

(a)(1) apply regardless of any contestability period that may otherwise apply.) 

(2) For purposes of this section, a rescission is a cancellation or discontinuance of 

coverage that has retroactive effect.  For example, a cancellation that treats a policy as void from 

the time of the individual’s or group’s enrollment is a rescission.  In addition, a cancellation that 

voids benefits paid up to a year before the cancellation is also a rescission for this purpose.  A 

cancellation or discontinuance of coverage is not a rescission if-- 

(i) The cancellation or discontinuance of coverage has only a prospective effect; or  

(ii) The cancellation or discontinuance of coverage is effective retroactively to the extent 

it is attributable to a failure to timely pay required premiums or contributions towards the cost of 

coverage. 

(3)  The rules of this paragraph (a) are illustrated by the following examples: 
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 Example 1. (i) Facts.  Individual A seeks enrollment in an insured group health plan.  The 
plan terms permit rescission of coverage with respect to an individual if the individual engages in 
fraud or makes an intentional misrepresentation of a material fact.  The plan requires A to 
complete a questionnaire regarding A’s prior medical history, which affects setting the group rate 
by the health insurance issuer.  The questionnaire complies with the other requirements of this 
part.  The questionnaire includes the following question: “Is there anything else relevant to your 
health that we should know?”  A inadvertently fails to list that A visited a psychologist on two 
occasions, six years previously.  A is later diagnosed with breast cancer and seeks benefits under 
the plan.  On or around the same time, the issuer receives information about A’s visits to the 
psychologist, which was not disclosed in the questionnaire. 
    

(ii) Conclusion.  In this Example 1, the plan cannot rescind A’s coverage because A’s 
failure to disclose the visits to the psychologist was inadvertent.  Therefore, it was not fraudulent 
or an intentional misrepresentation of material fact.   
  

Example 2. (i) Facts.  An employer sponsors a group health plan that provides coverage 
for employees who work at least 30 hours per week.  Individual B has coverage under the plan as 
a full-time employee.  The employer reassigns B to a part-time position.  Under the terms of the 
plan, B is no longer eligible for coverage.  The plan mistakenly continues to provide health 
coverage, collecting premiums from B and paying claims submitted by B.  After a routine audit, 
the plan discovers that B no longer works at least 30 hours per week.  The plan rescinds B’s 
coverage effective as of the date that B changed from a full-time employee to a part-time 
employee. 
    

(ii) Conclusion.  In this Example 2, the plan cannot rescind B’s coverage because there 
was no fraud or an intentional misrepresentation of material fact.  The plan may cancel coverage 
for B prospectively, subject to other applicable Federal and State laws. 
  

(b)  Compliance with other requirements.   Other requirements of Federal or State law 

may apply in connection with a rescission of coverage.  

(c)  Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that the rules regarding rescissions and 

advance notice apply to all grandfathered health plans).   

(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 
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Par. 7. Section 54.9815-2719AT is added to read as follows: 

§54.9815-2719AT Patient protections (temporary). 

(a) Choice of health care professional--(1) Designation of primary care provider--(i) In 

general.  If a group health plan, or a health insurance issuer offering group health insurance 

coverage, requires or provides for designation by a participant or beneficiary of a participating 

primary care provider, then the plan or issuer must permit each participant or beneficiary to 

designate any participating primary care provider who is available to accept the participant or 

beneficiary.  In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of 

this section by informing each participant of the terms of the plan or health insurance coverage 

regarding designation of a primary care provider. 

(ii)  Example.  The rules of this paragraph (a)(1) are illustrated by the following example: 

Example. (i) Facts.  A group health plan requires individuals covered under the plan to 
designate a primary care provider.  The plan permits each individual to designate any primary 
care provider participating in the plan’s network who is available to accept the individual as the 
individual’s primary care provider.  If an individual has not designated a primary care provider, 
the plan designates one until one has been designated by the individual.  The plan provides a 
notice that satisfies the requirements of paragraph (a)(4) of this section regarding the ability to 
designate a primary care provider. 

 
(ii)  Conclusion.  In this Example, the plan has satisfied the requirements of paragraph (a) 

of this section. 
 
(2) Designation of pediatrician as primary care provider--(i) In general.  If a group health 

plan or health insurance issuer offering group health insurance coverage requires or provides for 

the designation of a participating primary care provider for a child by a participant or 

beneficiary, the plan or issuer must permit the participant or beneficiary to designate a physician 

(allopathic or osteopathic) who specializes in pediatrics as the child’s primary care provider if 

the provider participates in the network of the plan or issuer and is available to accept the child.  

In such a case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section 
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by informing each participant of the terms of the plan or health insurance coverage regarding 

designation of a pediatrician as the child’s primary care provider. 

 (ii) Construction.  Nothing in paragraph (a)(2)(i) of this section is to be construed to 

waive any exclusions of coverage under the terms and conditions of the plan or health insurance 

coverage with respect to coverage of pediatric care. 

(iii) Examples.  The rules of this paragraph (a)(2) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan’s HMO designates for each participant a 
physician who specializes in internal medicine to serve as the primary care provider for the 
participant and any beneficiaries.   Participant A requests that Pediatrician B be designated as the 
primary care provider for A’s child.  B is a participating provider in the HMO’s network. 
 

(ii) Conclusion.  In this Example 1, the HMO must permit A’s designation of B as the 
primary care provider for A’s child in order to comply with the requirements of this paragraph 
(a)(2).    
 

Example 2. (i) Facts.  Same facts as Example 1, except that A takes A’s child to B for 
treatment of the child’s severe shellfish allergies.  B wishes to refer A’s child to an allergist for 
treatment.  The HMO, however, does not provide coverage for treatment of food allergies, nor 
does it have an allergist participating in its network, and it therefore refuses to authorize the 
referral. 

 
(ii) Conclusion.  In this Example 2, the HMO has not violated the requirements of this 

paragraph (a)(2) because the exclusion of treatment for food allergies is in accordance with the 
terms of A’s coverage. 
 

(3) Patient access to obstetrical and gynecological care--(i) General rights--(A) Direct 

access.  A group health plan or health insurance issuer offering group health insurance coverage 

described in paragraph (a)(3)(ii) of this section may not require authorization or referral by the 

plan, issuer, or any person (including a primary care provider) in the case of a female participant 

or beneficiary who seeks coverage for obstetrical or gynecological care provided by a 

participating health care professional who specializes in obstetrics or gynecology.  In such a 

case, the plan or issuer must comply with the rules of paragraph (a)(4) of this section by 
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informing each participant that the plan may not require authorization or referral for obstetrical 

or gynecological care by a participating health care professional who specializes in obstetrics or 

gynecology.  The plan or issuer may require such a professional to agree to otherwise adhere to 

the plan’s or issuer’s policies and procedures, including procedures regarding referrals and 

obtaining prior authorization and providing services pursuant to a treatment plan (if any) 

approved by the plan or issuer.  For purposes of this paragraph (a)(3), a health care professional 

who specializes in obstetrics or gynecology is any individual (including a person other than a 

physician) who is authorized under applicable State law to provide obstetrical or gynecological 

care.  

 (B) Obstetrical and gynecological care. A group health plan or health insurance issuer 

described in paragraph (a)(3)(ii) of this section must treat the provision of obstetrical and 

gynecological care, and the ordering of related obstetrical and gynecological items and services, 

pursuant to the direct access described under paragraph (a)(3)(i)(A) of this section, by a 

participating health care professional who specializes in obstetrics or gynecology as the 

authorization of the primary care provider. 

 (ii) Application of paragraph.  A group health plan or health insurance issuer offering 

group health insurance coverage is described in this paragraph (a)(3) if the plan or issuer-- 

 (A) Provides coverage for obstetrical or gynecological care; and  

  (B) Requires the designation by a participant or beneficiary of a participating primary 

care provider. 

 (iii) Construction.  Nothing in paragraph (a)(3)(i) of this section is to be construed to-- 

 (A) Waive any exclusions of coverage under the terms and conditions of the plan or 

health insurance coverage with respect to coverage of obstetrical or gynecological care; or 
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 (B) Preclude the group health plan or health insurance issuer involved from requiring that 

the obstetrical or gynecological provider notify the primary care health care professional or the 

plan or issuer of treatment decisions. 

 (iv) Examples.  The rules of this paragraph (a)(3) are illustrated by the following 

examples: 

Example 1. (i) Facts.  A group health plan requires each participant to designate a 
physician to serve as the primary care provider for the participant and the participant’s family.   
Participant A, a female, requests a gynecological exam with Physician B, an in-network 
physician specializing in gynecological care.  The group health plan requires prior authorization 
from A’s designated primary care provider for the gynecological exam. 
  

(ii) Conclusion.  In this Example 1, the group health plan has violated the requirements of 
this paragraph (a)(3) because the plan requires prior authorization from A’s primary care 
provider prior to obtaining gynecological services.   
 

Example 2. (i) Facts.  Same facts as Example 1 except that A seeks gynecological 
services from C, an out-of-network provider.  
 

(ii) Conclusion.  In this Example 2, the group health plan has not violated the 
requirements of this paragraph (a)(3) by requiring prior authorization because C is not a 
participating health care provider. 
 

Example 3. (i) Facts.  Same facts as Example 1 except that the group health plan only 
requires B to inform A’s designated primary care physician of treatment decisions. 
 

(ii) Conclusion.  In this Example 3, the group health plan has not violated the 
requirements of this paragraph (a)(3) because A has direct access to B without prior 
authorization.  The fact that the group health plan requires notification of treatment decisions to 
the designated primary care physician does not violate this paragraph (a)(3). 

 
Example 4. (i) Facts.  A group health plan requires each participant to designate a 

physician to serve as the primary care provider for the participant and the participant’s family.  
The group health plan requires prior authorization before providing benefits for uterine fibroid 
embolization.   
 

(ii) Conclusion.  In this Example 4, the plan requirement for prior authorization before 
providing benefits for uterine fibroid embolization does not violate the requirements of this 
paragraph (a)(3) because, though the prior authorization requirement applies to obstetrical 
services, it does not restrict access to any providers specializing in obstetrics or gynecology. 
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 (4) Notice of right to designate a primary care provider--(i) In general.  If a group health 

plan or health insurance issuer requires the designation by a participant or beneficiary of a 

primary care provider, the plan or issuer must provide a notice informing each participant of the 

terms of the plan or health insurance coverage regarding designation of a primary care provider 

and of the rights-- 

(A) Under paragraph (a)(1)(i) of this section, that any participating primary care provider 

who is available to accept the participant or beneficiary can be designated;  

(B) Under paragraph (a)(2)(i) of this section, with respect to a child, that any participating 

physician who specializes in pediatrics can be designated as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this section, that the plan may not require authorization 

or referral for obstetrical or gynecological care by a participating health care professional who 

specializes in obstetrics or gynecology. 

 (ii) Timing.  The notice described in paragraph (a)(4)(i) of this section must be included 

whenever the plan or issuer provides a participant with a summary plan description or other 

similar description of benefits under the plan or health insurance coverage.   

(iii) Model language. The following model language can be used to satisfy the notice 

requirement described in paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require or allow for the designation of primary care 

providers by participants or beneficiaries, insert: 
 
 [Name of group health plan or health insurance issuer] generally [requires/allows] the 
designation of a primary care provider.  You have the right to designate any primary care 
provider who participates in our network and who is available to accept you or your 
family members.  [If the plan or health insurance coverage designates a primary care 
provider automatically, insert: Until you make this designation, [name of group health 
plan or health insurance issuer] designates one for you.]  For information on how to select 
a primary care provider, and for a list of the participating primary care providers, contact 
the [plan administrator or issuer] at [insert contact information].   
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(B) For plans and issuers that require or allow for the designation of a primary care 

provider for a child, add:  

For children, you may designate a pediatrician as the primary care provider.   
 
(C) For plans and issuers that provide coverage for obstetric or gynecological care and 

require the designation by a participant or beneficiary of a primary care provider, add: 

You do not need prior authorization from [name of group health plan or issuer] or from 
any other person (including a primary care provider) in order to obtain access to 
obstetrical or gynecological care from a health care professional in our network who 
specializes in obstetrics or gynecology.  The health care professional, however, may be 
required to comply with certain procedures, including obtaining prior authorization for 
certain services, following a pre-approved treatment plan, or procedures for making 
referrals.  For a list of participating health care professionals who specialize in obstetrics 
or gynecology, contact the [plan administrator or issuer] at [insert contact information]. 
  
(b) Coverage of emergency services--(1) Scope.  If a group health plan, or a health 

insurance issuer offering group health insurance coverage, provides any benefits with respect to 

services in an emergency department of a hospital, the plan or issuer must cover emergency 

services (as defined in paragraph (b)(4)(ii) of this section) consistent with the rules of this 

paragraph (b). 

(2)  General rules. A plan or issuer subject to the requirements of this paragraph (b) must 

provide coverage for emergency services in the following manner--  

(i)  Without the need for any prior authorization determination, even if the emergency 

services are provided on an out-of-network basis; 

(ii)  Without regard to whether the health care provider furnishing the emergency services 

is a participating network provider with respect to the services; 
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(iii)  If the emergency services are provided out of network, without imposing any 

administrative requirement or limitation on coverage that is more restrictive than the 

requirements or limitations that apply to emergency services received from in-network providers;  

 (iv)  If the emergency services are provided out of network, by complying with the cost-

sharing requirements of paragraph (b)(3) of this section; and 

 (v)  Without regard to any other term or condition of the coverage, other than – 

(A) The exclusion of or coordination of benefits; 

(B)  An affiliation or waiting period permitted under part 7 of ERISA, part A of title 

XXVII of the PHS Act, or chapter 100 of the Internal Revenue Code; or  

(C)  Applicable cost sharing. 

(3)  Cost-sharing requirements--(i) Copayments and coinsurance.  Any cost-sharing 

requirement expressed as a copayment amount or coinsurance rate imposed with respect to a 

participant or beneficiary for out-of-network emergency services cannot exceed the cost-sharing 

requirement imposed with respect to a participant or beneficiary if the services were provided in-

network.  However, a participant or beneficiary may be required to pay, in addition to the in-

network cost sharing, the excess of the amount the out-of-network provider charges over the 

amount the plan or issuer is required to pay under this paragraph (b)(3)(i).  A group health plan 

or health insurance issuer complies with the requirements of this paragraph (b)(3) if it provides 

benefits with respect to an emergency service in an amount equal to the greatest of the three 

amounts specified in paragraphs (b)(3)(i)(A), (b)(3)(i)(B), and (b)(3)(i)(C) of this section (which 

are adjusted for in-network cost-sharing requirements).  

(A) The amount negotiated with in-network providers for the emergency service 

furnished, excluding any in-network copayment or coinsurance imposed with respect to the 
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participant or beneficiary.  If there is more than one amount negotiated with in-network 

providers for the emergency service, the amount described under this paragraph (b)(3)(i)(A) is 

the median of these amounts, excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  In determining the median described in the preceding 

sentence, the amount negotiated with each in-network provider is treated as a separate amount 

(even if the same amount is paid to more than one provider).  If there is no per-service amount 

negotiated with in-network providers (such as under a capitation or other similar payment 

arrangement), the amount under this paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency service calculated using the same method the plan 

generally uses to determine payments for out-of-network services (such as the usual, customary, 

and reasonable amount), excluding any in-network copayment or coinsurance imposed with 

respect to the participant or beneficiary.  The amount in this paragraph (b)(3)(i)(B) is determined 

without reduction for out-of-network cost sharing that generally applies under the plan or health 

insurance coverage with respect to out-of-network services.  Thus, for example, if a plan 

generally pays 70 percent of the usual, customary, and reasonable amount for out-of-network 

services, the amount in this paragraph (b)(3)(i)(B) for an emergency service is the total (that is, 

100 percent) of the usual, customary, and reasonable amount for the service, not reduced by the 

30 percent coinsurance that would generally apply to out-of-network services (but reduced by the 

in-network copayment or coinsurance that the individual would be responsible for if the 

emergency service had been provided in-network). 

(C) The amount that would be paid under Medicare (part A or part B of title XVIII of the 

Social Security Act, 42 U.S.C. 1395 et seq.) for the emergency service, excluding any in-network 

copayment or coinsurance imposed with respect to the participant or beneficiary. 
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(ii)  Other cost sharing.  Any cost-sharing requirement other than a copayment or 

coinsurance requirement (such as a deductible or out-of-pocket maximum) may be imposed with 

respect to emergency services provided out of network if the cost-sharing requirement generally 

applies to out-of-network benefits.  A deductible may be imposed with respect to out-of-network 

emergency services only as part of a deductible that generally applies to out-of-network benefits.  

If an out-of-pocket maximum generally applies to out-of-network benefits, that out-of-pocket 

maximum must apply to out-of-network emergency services. 

(iii)  Examples.  The rules of this paragraph (b)(3) are illustrated by the following 

examples.  In all of these examples, the group health plan covers benefits with respect to 

emergency services. 

Example 1. (i) Facts. A group health plan imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency services, whether provided in network or out of 
network.  If a covered individual notifies the plan within two business days after the day an 
individual receives treatment in an emergency department, the plan reduces the coinsurance rate 
to 15%.  

 
(ii) Conclusion.  In this Example 1, the requirement to notify the plan in order to receive 

a reduction in the coinsurance rate does not violate the requirement that the plan cover 
emergency services without the need for any prior authorization determination.  This is the result 
even if the plan required that it be notified before or at the time of receiving services at the 
emergency department in order to receive a reduction in the coinsurance rate. 

 
Example 2. (i) Facts. A group health plan imposes a $60 copayment on emergency 

services without preauthorization, whether provided in network or out of network.  If emergency 
services are preauthorized, the plan waives the copayment, even if it later determines the medical 
condition was not an emergency medical condition.   

 
(ii) Conclusion.  In this Example 2, by requiring an individual to pay more for emergency 

services if the individual does not obtain prior authorization, the plan violates the requirement 
that the plan cover emergency services without the need for any prior authorization 
determination.  (By contrast, if, to have the copayment waived, the plan merely required that it 
be notified rather than a prior authorization, then the plan would not violate the requirement that 
the plan cover emergency services without the need for any prior authorization determination.) 

 
Example 3. (i) Facts.  A group health plan covers individuals who receive emergency 

services with respect to an emergency medical condition from an out-of-network provider.  The 
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plan has agreements with in-network providers with respect to a certain emergency service.  
Each provider has agreed to provide the service for a certain amount.  Among all the providers 
for the service: one has agreed to accept $85, two have agreed to accept $100, two have agreed to 
accept $110, three have agreed to accept $120, and one has agreed to accept $150.  Under the 
agreement, the plan agrees to pay the providers 80% of the agreed amount, with the individual 
receiving the service responsible for the remaining 20%. 

 
(ii) Conclusion.  In this Example 3, the values taken into account in determining the 

median are $85, $100, $100, $110, $110, $120, $120, $120, and $150.  Therefore, the median 
amount among those agreed to for the emergency service is $110, and the amount under 
paragraph (b)(3)(i)(A) of this section is 80% of $110 ($88). 

 
Example 4. (i) Facts.  Same facts as Example 3.  Subsequently, the plan adds another 

provider to its network, who has agreed to accept $150 for the emergency service.   
 
(ii) Conclusion.  In this Example 4, the median amount among those agreed to for the 

emergency service is $115. (Because there is no one middle amount, the median is the average of 
the two middle amounts, $110 and $120.) Accordingly, the amount under paragraph (b)(3)(i)(A) 
of this section is 80% of $115 ($92).   

 
Example 5. (i) Facts.  Same facts as Example 4.  An individual covered by the plan 

receives the emergency service from an out-of-network provider, who charges $125 for the 
service.  With respect to services provided by out-of-network providers generally, the plan 
reimburses covered individuals 50% of the reasonable amount charged by the provider for 
medical services.  For this purpose, the reasonable amount for any service is based on 
information on charges by all providers collected by a third party, on a zip-code-by-zip-code 
basis, with the plan treating charges at a specified percentile as reasonable.  For the emergency 
service received by the individual, the reasonable amount calculated using this method is $116.  
The amount that would be paid under Medicare for the emergency service, excluding any 
copayment or coinsurance for the service, is $80.   

 
(ii) Conclusion.  In this Example 5, the plan is responsible for paying $92.80, 80% of 

$116.  The median amount among those agreed to for the emergency service is $115 and the 
amount the plan would pay is $92 (80% of $115); the amount calculated using the same method 
the plan uses to determine payments for out-of-network services -- $116 -- excluding the in-
network 20% coinsurance, is $92.80; and the Medicare payment is $80.  Thus, the greatest 
amount is $92.80. The individual is responsible for the remaining $32.20 charged by the out-of-
network provider. 

 
Example 6. (i) Facts. Same facts as Example 5.  The group health plan generally imposes 

a $250 deductible for in-network health care.  With respect to all health care provided by out-of-
network providers, the plan imposes a $500 deductible.  (Covered in-network claims are credited 
against the deductible.)  The individual has incurred and submitted $260 of covered claims prior 
to receiving the emergency service out of network. 
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(ii) Conclusion.  In this Example 6, the plan is not responsible for paying anything with 
respect to the emergency service furnished by the out-of-network provider because the covered 
individual has not satisfied the higher deductible that applies generally to all health care provided 
out of network.  However, the amount the individual is required to pay is credited against the 
deductible. 

 
 (4) Definitions.  The definitions in this paragraph (b)(4) govern in applying the provisions 

of this paragraph (b). 

 (i) Emergency medical condition.  The term emergency medical condition means a 

medical condition manifesting itself by acute symptoms of sufficient severity (including severe 

pain) so that a prudent layperson, who possesses an average knowledge of health and medicine, 

could reasonably expect the absence of immediate medical attention to result in a condition 

described in clause (i), (ii), or (iii) of section 1867(e)(1)(A) of the Social Security Act (42 U.S.C. 

1395dd(e)(1)(A)). (In that provision of the Social Security Act, clause (i) refers to placing the 

health of the individual (or, with respect to a pregnant woman, the health of the woman or her 

unborn child) in serious jeopardy; clause (ii) refers to serious impairment to bodily functions; 

and clause (iii) refers to serious dysfunction of any bodily organ or part.) 

 (ii) Emergency services.  The term emergency services means, with respect to an 

emergency medical condition-- 

 (A) A medical screening examination (as required under section 1867 of the Social 

Security Act, 42 U.S.C. 1395dd) that is within the capability of the emergency department of a 

hospital, including ancillary services routinely available to the emergency department to evaluate 

such emergency medical condition, and 

 (B) Such further medical examination and treatment, to the extent they are within the 

capabilities of the staff and facilities available at the hospital, as are required under section 1867 

of the Social Security Act (42 U.S.C. 1395dd) to stabilize the patient. 
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 (iii)  Stabilize.  The term to stabilize, with respect to an emergency medical condition (as 

defined in paragraph (b)(4)(i) of this section) has the meaning given in section 1867(e)(3) of the 

Social Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Effective/applicability date.  The provisions of this section apply for plan years 

beginning on or after September 23, 2010.  See §54.9815-1251T for determining the application 

of this section to grandfathered health plans (providing that these rules regarding patient 

protections do not apply to grandfathered health plans).  

(d)  Expiration date.  This section expires on or before [OFR: INSERT DATE 3 

YEARS AFTER DATE OF FILING FOR PUBLIC INSPECTION WITH FEDERAL 

REGISTER]. 

Par. 8. The authority citation for part 602 continues to read in part as follows: 

Authority:  26 U.S.C. 7805 * * * 

Par. 9.  Section 602.101(b) is amended by adding the following entries in numerical order to 

the table to read as follows: 

§602.101 OMB Control numbers. 

*   *   *   *   * 

(b) * * * 

________________________________________________________________________ 
CFR part or section where                                                                      Current OMB 
identified and described                                                                              control No.       
________________________________________________________________________ 
 
* * * * * * * 
 
54.9815-2711T.................................................................................................1545- 
54.9815-2712T.................................................................................................1545- 
54.9815-2719AT...............................................................................................1545- 
 
* * * * * * * 
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________________________________________________________________________ 
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